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"ENTREPRENEURSfflP  IN  AMERICA: 

LOOSENING  THE  GOVERNMENT  NOOSE  ON 

SMALL  BUSINESS" 


THURSDAY,  APRIL  13,  1995 

uniten..states  senate, 
Committee  on  Small  Business, 

Washington,  DC. 
The  committee  met,   pursuant  to  notice,   at  9:06   a.m.,   in   the 
Fogelman  Executive  Conference  Center,  Memphis,  Tennessee,  the 
Honorable  Christopher  S.  Bond  (chairman  of  the  committee)  presid- 
ing. 

Present:  Senators  Bond  and  Frist. 

OPENING  STATEMENT  OF  THE  HONORABLE  CHRISTOPHER  S. 
BOND,  CHAIRMAN,  COMMITTEE  ON  SMALL  BUSINESS,  AND  A 
UNITED  STATES  SENATOR  FROM  MISSOURI 

Chairman  Bond.  Good  morning.  Ladies  and  Gentlemen.  This 
hearing  of  the  United  States  Senate  Committee  on  Small  Business 
will  now  come  to  order.  It  is  a  real  pleasure  for  me  to  be  here  in 
Memphis  at  the  invitation  of  Senator  Frist  for  one  of  a  series  of 
Small  Business  Committee  hearings  we  are  holding  around  the 
country  on  "Entrepreneurship  in  America." 

I  am  a  neighbor  to  the  west.  I  am  Kit  Bond,  Senior  United  States 
Senator  from  Missouri  and  Chairman  of  the  Small  Business  Com- 
mittee. I  visited  Tennessee  several  times  last  year  and  was  very 
pleased  to  find  that  the  people  of  Tennessee  selected  Bill  Frist, 
along  with  Fred  Thompson,  to  represent  them  in  the  United  States 
Senate,  and  I  was  particularly  pleased  when  Senator  Frist  chose  a 
seat  on  the  Small  Business  Committee.  He  has  been  a  very  active 
participant  in  that  committee,  and  when  he  said  that  he  would  like 
to  have  one  of  our  first  hearings  in  Tennessee,  and  particularly  in 
Memphis,  I  was  very  pleased  to  accept  that  kind  invitation. 

We  have  initiated  these  public  hearings  to  seek  the  views  and 
comments  of  small  business  owners  and  operators  to  guide  us  in 
Congress  as  we  rethink  how  government  can  best  serve  America's 
small  businesses.  Congress  must  take  responsibility  for  encourag- 
ing entrepreneurship  and  making  sure  the  federal  government  does 
not  stifle  the  small  and  growing  business  sector  that  provides  to- 
morrow's innovative  products,  and  particularly  new  jobs. 

As  voters,  you  were  among  a  nationwide  group  who  made  it  clear 
last  November  that  they  are  fed  up  with  government  inefficiency, 
wasteful  spending  and  excessive  regulation.  I  think  that  is  a  call 
for  positive  change  in  Washington  that  is  being  issued  to  all  of  us 
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in  government,  a  challenge  to  target  our  resources  wisely,  to  in- 
crease our  careful  oversight  of  federal  activities. 

At  the  same  time,  people  still  want,  and  you  and  I  want,  to  be 
able  to  rely  on  government  to  provide  essential  national  and  com- 
munity functions.  We  all  want  to  have  clean  water  to  drink,  safe 
and  effective  medicines  to  take,  and  safe  food  to  eat.  We  are  not 
suggesting  that  we  should  have  a  society  with  no  rules.  But  clearly, 
the  people  of  America  are  insisting  that  government  be  brought 
under  control.  They  are  tired  of  looking  at  how  government  runs 
and  thinking  to  themselves,  'Tou  could  never  run  a  business  that 
way."  Government  regulation  has  a  cost.  There  is  no  question 
about  it.  Some  of  those  costs  are  acceptable.  We  have  stop  signs  so 
that  you  stop  your  car.  It  costs  a  little  more  in  gasoline  to  start  up, 
but  it  is  a  whole  lot  less  expensive  than  paying  for  the  cost  of  run- 
ning into  your  neighbor  at  the  cross  street. 

The  total  amount  of  government  regulation  in  America  today  is 
over  $600  billion  annually.  That  is  almost  $6,000  for  each  family 
in  America.  According  to  the  Small  Business  Administration,  small 
businesses  spend  one  billion  hours  simply  filling  out  government 
paperwork.  Counting  the  indirect  cost  to  our  economy — lost  produc- 
tivity, fewer  jobs,  and  missed  business  opportunities — the  regu- 
latory price  tag  comes  to  between  $810  billion  and  $1.7  trillion  an- 
nually. This  hidden  tax  on  our  economy  is  mind  boggling  when  you 
consider  it  equals  or  exceeds  the  total  federal  tax  collections  of  $1 
trillion  in  1992. 

The  current  regulatory  environment  creates  many  roadblocks  for 
running  a  good  business.  Burdensome  government  regulations  too 
often  strangle  the  very  same  small  and  growing  companies  that 
should  be  igniting  our  nation's  economy.  In  this  new  Congress,  we 
are  working  to  streamline  government,  get  government  off 
everybody's  backs.  Our  majority  leader.  Senator  Bob  Dole,  ap- 
pointed Kay  Bailey  Hutchison  of  Texas  and  me  to  Co-Chair  a  Regu- 
latory Relief  Task  Force.  We  are  very  pleased  that  Senator  Frist 
also  serves  on  that  Task  Force.  We  started  off  the  process  selecting 
the  ten  worst  regulatory  burdens.  We  found  that  the  environmental 
requirements,  some  aspects  of  OSHA,  and  some  of  the  financial  in- 
stitution regulations  were  at  the  top  of  everybody's  list. 

But  the  burden  of  government  regulations  really  falls  most  heav- 
ily on  small  businesses.  That  is  something  we  have  heard  wherever 
we  have  gone.  A  large  business  can  spread  that  cost  over  a  lot 
broader  base,  a  lot  more  employees,  and  the  cost  is  not  nearly  such 
a  large  factor  as  it  may  be  for  a  small  business.  Now,  the  Small 
Business  Committee  is  committed  to  working  on  these  burdens.  We 
do  not  promise  a  quick  fix,  but  we  think  we  have  taken  some  sig- 
nificant steps  in  the  right  direction. 

We  passed  an  unfunded  mandates  law  which  requires  Congress 
to  look  at  the  cost  burdens  that  we  put  on  state  and  local  govern- 
ments and  on  the  private  sector. 

We  passed  the  Paperwork  Reduction  Act.  It  sets  a  goal  of  govern- 
ment reducing  paperwork  by  ten  percent  this  year. 

We  passed  the  Regulatory  Oversight  Bill.  I  think  it  has  been  a 
very  good  idea.  It  will  require  significant  regulations  to  come  to 
Congress  for  45  days  before  they  are  issued.  Congress  is  supposed 
to  exercise  oversight.  Too  often  we  ignore  that  responsibility.  Now, 


we  will  look  at  these  regulations,  or  have  a  chance  to  look  at  these 
regulations,  before  they  go  into  effect.  I  have  introduced  legislation 
to  put  judicial  enforcement  teeth  into  a  provision  already  in  law  re- 
quiring agencies  to  take  a  look  at  their  regulatory  burdens  on  small 
business  or  the  Regulatory  Flexibility  Act.  It  is  a  good  idea,  but  it 
is  not  observed  because  agencies  know  there  is  no  stick  to  it,  no 
judicial  enforcement. 

Senator  Dole  has  introduced  a  comprehensive  Regulatory  Reform 
Act.  This  is  going  to  be  a  major  effort  to  ensure  that  regulations 
are  subjected  to  cost  benefit  analysis  with  assessment  tests,  and 
maybe  just  some  good  old  common  sense.  And  I  have  a  feeling, 
since  Senator  Dole  is  the  majority  leader,  we  will  be  active  on  that 
bill  this  year.  It  is  a  top  priority  for  him.  It  is  going  to  be  a  top 
priority  for  us. 

But,  in  any  event,  in  the  Small  Business  Committee,  with  mem- 
bers like  Senator  Frist,  we  are  going  to  be  looking  for  sensible  ways 
to  relieve  regulatory  and  excessive  bureaucratic  burdens  on  small 
business.  And  we  are  going  to  seek  to  improve  access  to  capital  and 
the  flow  of  capital  to  small  and  growing  businesses,  help  them  get 
into  the  export  markets  and  do  other  things  that  can  encourage 
small  business  and  the  creation  of  jobs. 

We  are  excited  about  the  opportunities.  We  are  very,  very 
pleased  to  have  such  distinguished  witnesses  who  are  preparing  to 
testify  today.  We  look  forward  to  hearing  their  testimony,  and  I 
very  much  appreciate  the  invitation  to  be  here. 

And  with  that,  as  is  our  custom,  I  will  now  turn  to  my  colleague. 
Senator  Frist,  for  opening  remarks.  Thank  you.  Bill,  for  the  hospi- 
tality. 

[The  prepared  statement  of  Chairman  Bond  follows:] 


OPENING  STATEMENT  OF  SENATOR  CHRISTOPHER  S.  BOND,  CHAIRMAN 

COMMITTEE  ON  SMALL  BUSINESS 

April  13, 1995 


This  hearing  of  the  United  States  Senate  Committee  on  Small  Business  will  now  come  to 
order.  It  is  a  pleasure  to  be  invited  here  to  Memphis  to  be  with  Senator  Frist  for  one  of  a  series 
of  Small  Business  Committee  hearings  I  have  promised  to  hold  around  the  country  on 
"Entrepreneurship  in  America." 

As  the  Chairman  of  the  Senate  Committee  on  Small  Business,  I  have  initiated  these 
public  hearings  to  seek  the  views  and  comments  of  small  business  owners  to  guide  the  Congress 
as  we  rethink  how  government  can  best  serve  America's  small  businesses.  Congress  must  take 
responsibility  for  encouraging  entrepreneurship  and  making  sure  the  federal  government  does 
not  stifle  the  small  and  growing  business  sector  that  will  provide  tomorrow's  innovative 
products  and  new  jobs. 

As  voters,  you  were  among  a  nationwide  group  who  made  it  clear  last  November  that 
they  are  fed  up  with  government  inefficiency,  wasteful  spending  and  excessive  regulation.  I 
view  the  call  for  changes  as  a  positive  challenge  being  issued  to  all  of  us  in  government  ~  a 
challenge  to  target  our  resources  wisely  and  increase  our  careful  oversight  of  federal  activities. 

At  the  same  time,  people  still  want  to  be  able  to  rely  on  government  to  provide 
essential  national  and  community  functions.    We  all  want  to  have  clean  water  to  drink,  safe 
and  effective  medicines  to  take,  and  safe  food  to  eat.    People  aren't  suggesting  that  we  should 
have  a  society  with  no  rules,  but  they  clearly  are  insisting  that  government  be  brought  under 
control.    They  are  tired  of  looking  at  how  government  runs  and  thinking  to  themselves,  "you 
could  never  run  a  business  that  way." 

Government  regulation  costs  individuals  and  businesses  more  than  $600  billion 
annually  ~  about  $6,000  for  each  family  in  America.   According  to  the  Small  Business 
Administration  (SBA),  small  businesses  spend  one  billion  hours  simply  filling  out  government 
paperwork.    Counting  the  indirect  costs  to  our  economy  —  lost  productivity,  fewer  jobs  and 
missed  business  opportunities  -  puts  the  regulatory  price  tag  between  $810  billion  and  $1.7 
trillion  annually.    This  hidden  tax  on  our  economy  is  mind  boggling  when  you  consider  that  it 
equals  or  exceeds  total  federal  tax  collections  of  $1  trillion  in  1992. 

The  current  regulatory  environment  creates  many  roadblocks  for  running  a  good 
business.    Burdensome  government  regulation  too  often  strangles  the  very  same  small  and 
growing  companies  that  should  be  igniting  our  nation's  economy.    The  new  Congress  is 
working  to  streamline  government  and  get  government  off  your  backs.    Majority  Leader  Dole 
has  appointed  me  to  Co-Chair  the  Senate  Regulatory  Relief  Task  Force.    Our  Task  Force  has 


targeted  for  reform  an  ambitious  list  of  the  ten  worst  regulatory  burdens,  including  several 
environmental  requirements  and  many  aspects  of  the  Occupational  Safety  and  Health 
Administration  (OSHA). 

The  burden  of  government  regulations  falls  most  heavily  on  small  businesses.    So  the 
Small  Business  Committee's  work  will  focus  on  reducing  these  burdens.   This  will  not  be  a 
quick  fix,  but  we  have  already  taken  several  significant  steps  in  this  direction. 

First,  the  Paperwork  Reduction  Act  of  1995  passed  the  Senate  99-0  and  currently 
awaits  the  President's  signature.    Among  other  features,  this  bill  sets  a  government-wide  goal 
to  reduce  paperwork  by  10  percent  this  year  and  next  year,  followed  by  further  annual 
reductions  of  5  percent. 

Second.  I  introduced  the  Regulatory  Flexibility  Amendments  Act  of  1995.    My  bill 
will  provide  small  businesses  with  the  additional  weapon  of  court  enforcement  to  make  sure 
federal  agencies  are  complying  with  their  obligations  to  consider  the  impact  of  their  new 
regulations  on  small  businesses. 

Third,  Senator  Dole's  Comprehensive  Regulatory  Reform  Act  of  1995  will  be  voted  on 
in  the  Senate  later  this  spring.   This  bill  requires  that  all  new  regulations  undergo  a  risk 
assessment  and  cost/benefit  analysis  to  ensure  that  the  benefits  of  a  new  rule  outweigh  its 
costs. 

Fourth,  the  Regulatory  Oversight  Act  passed  the  Senate  100-0.  This  bill  provides  a 
45-day  window  for  Congress  to  reject  excessively  burdensome  new  government  regulations 
before  they  go  into  effect. 

As  the  Chairman  of  the  Senate  Committee  on  Small  Business,  with  the  help  of 
members  like  Senator  Frist,  I  will  continue  to  look  for  other  sensible  ways  to  relieve  small 
business  owners  of  excessive  bureaucratic  government  burdens.    I  also  want  to  find  creative 
ways  the  Congress  might  be  able  to  improve  the  flow  of  start-up  and  expansion  capital  to 
small  businesses  and  new  growth  companies,  and  to  make  it  easier  for  small  companies  to 
export  their  products,  services  and  ideas  in  the  global  economy. 

I  am  very  excited  about  the  opportunities  we  have  today  to  improve  the  quality  of  life 
for  small  and  growing  businesses  and  to  give  encouragement  to  the  entrepreneurs  of 
tomorrow.    Your  input  into  this  process  is  vitally  important.    1  have  learned  many  times  over 
that  the  best  ideas  come  from  the  people  back  home  in  the  real  world,  not  from  the 
professionals  in  Washington.    I  applaud  you  for  being  here  and  participating  in  the  field 
hearing  of  the  Committee,  and  I  look  forward  to  hearing  your  views  and  comments  so  we 
may  find  ways  to  work  together  to  foster  the  spirit  of  Entrepreneurship  in  America. 


OPENING  STATEMENT  OF  THE  HONORABLE  BILL  FRIST,  A 
UNITED  STATES  SENATOR  FROM  THE  STATE  OF  TENNESSEE 

Senator  FRIST.  Thank  you,  Mr.  Chairman,  and  I  want  to  com- 
mend you  for  bringing  this  field  hearing  to  Memphis,  to  Shelby 
County,  and  a  vitally  important  vigorous  and  vibrant  part  of  Ten- 
nessee. You  have  made  it  a  real  priority  among  the  United  States 
Small  Business  Committee  to  reach  out  to  people  directly,  and  that 
is  what  this  meeting  reflects  so  that  we  can  hear  real  life  stories 
from  people  who  have  participated,  in  many  cases  suffered,  under 
regulations  surrounding  small  business.  On  behalf  of  the  small 
business  men  and  women  here  today  and  across  Tennessee,  I  thank 
you  for  taking  the  federal  government  outside  of  Washington,  out- 
side of  the  beltway,  to  talk  and  listen  directly  to  people. 

To  truly  understand  the  challenges  facing  small  business  owners, 
we  must  listen  to  people  who  are  on  the  front  lines,  and  that  is 
what  we  will  do  over  the  next  two  hours.  I  do  also  want  to  thank 
each  of  the  witnesses  for  being  here  today  who  have  come  off  the 
front  lines  to  spend  some  time  with  us  to  tell  us  their  stories.  We 
know  that  you  work  very  hard  in  your  jobs  creating  jobs  for  others 
and  supporting  your  families.  We  also  recognize  the  very  ironic 
struggle  that  you  spend  much  of  your  day  every  day  fighting  the 
federal  government  which  is  yours,  rather  than  competing  with 
other  small  businesses. 

I  remain  committed  to  creating  a  more  business-friendly  federal 
government  that  will  allow  more  people  to  pursue  the  American 
dream  of  owning,  operating  and  participating  in  small  business.  I 
look  forward  to  hearing  each  of  your  experiences  today. 

Now,  we  all  recognize  that  small  business  truly  is  the  engine  of 
economic  growth  in  this  country.  In  the  last  25  years  small  busi- 
nesses created  two  out  of  every  three  new  jobs.  They  employ  over 
half  of  this  nation's  workforce.  And  most  impressively,  the  Amer- 
ican small  business  community  ranks  as  the  world's  third  largest 
economic  power,  behind  only  the  U.S.  economy  as  a  whole  and 
Japan.  I  am  convinced  that  American  entrepreneurs  can  continue 
their  success  if  they  are  given  more  freedom  to  develop  new  prod- 
ucts and  new  markets.  Unfortunately,  in  the  past,  the  federal  gov- 
ernment has  not  been  a  true  friend  to  small  business,  whether  it 
is  taxes  or  burdensome  regulations  or  overall  excessive  government 
spending,  all  restrict  the  ability  of  small  firms  to  form,  grow,  and 
create  new  jobs. 

Two  days  from  now,  small  businesses,  along  with  every  other 
American,  will  file  their  tax  returns.  Many  of  them  have  spent  the 
last  several  weeks,  and,  yes,  even  months,  navigating  their  way 
through  the  complex  maze  of  our  federal  tax  code.  And  for  small 
business  owners  who  file  as  individuals,  their  top  income  tax  rate 
has  risen  to  over  40  percent  as  a  result  of  President  Clinton's  1993 
budget. 

In  addition,  as  Senator  Bond  has  mentioned,  there  is  a  huge  hid- 
den tax  in  the  regulations  and  paperwork.  Every  minute  and  every 
dollar  spent  complying  with  this  layering  upon  layering  of  regula- 
tions and  completing  paperwork  could  be  spent  pursuing  new  cus- 
tomers, new  products,  new  markets. 

Finally,  small  businesses  today  are  frustrated  with  excess  gov- 
ernment spending.  It  has  simply  been  out  of  control  for  too  long. 


The  federal  deficit,  and  you  will  hear  a  lot  about  the  deficit  as  the 
United  States  Senate  Budget  Committee  releases  its  proposal  in 
several  weeks,  has  taken  its  direct  effect  on  the  businesses'  bottom 
line.  For  example,  the  deficit  adds  almost  two  percent  to  current 
interest  rates.  That  means  almost  $1,300  in  interest  every  year  on 
a  $75,000  business  loan  can  be  attributed  directly  to  the  deficit.  We 
have  got  to  get  this  deficit  under  control. 

And  when  I  talk  to  small  business  owners  across  Tennessee,  they 
keep  sending  me  this  simple  message:  "The  federal  government  all 
too  often  is  strangling  us  and  we  need  relief."  My  reply  today  is 
that  we  are  listening  and  we  will  take  this  information  back  to 
Washington  as  we  address  the  future  as  well  as  the  past. 

Are  we  making  progress?  A  lot  has  been  said  about  the  past  100 
days.  We  are  making  progress.  As  Senator  Bond  said,  we  have  a 
Congressional  Accountability  Act.  We  have  an  Unfunded  Mandates 
Bill  which  has  passed.  There  is  the  Paperwork  Reduction  Act,  and 
we  have  seen  just  recently  the  25  percent  health  care  tax  deduction 
for  our  nation's  three  million  self-employed.  But  that  is  just  the 
start. 

We  called  our  hearings  today,  "Loosen  the  government  noose," 
and  we  are  going  to  hear  much  more  about  that  shortly.  We  will 
hear  how  government  does  play  a  role,  but  how  that  role  should  be 
more  restricted,  less  intrusive,  in  our  everyday  lives.  Today,  we  are 
going  to  hear  from  a  variety  of  small  businesses,  from  cotton  gin- 
ners  to  spinal  implant  manufacturers.  Senator  Bond  and  I  are  look- 
ing forward  to  taking  this  message  back  to  Washington.  Thank 
you. 

[The  prepared  statement  of  Senator  Frist  follows:] 


OPENING  STATEMENT  FOR  SENATOR  BILL  FRIST 

COMMITTEE  ON  SMALL  BUSINESS 

Thursday,  April  13, 1995 

Memphis,  Tennessee 

Mr.  Chairman,  I  commend  you  for  making  field  hearings  a  high  priority  of  the  Small 
Business  Committee  and  for  agreeing  to  hold  this  hearing  in  Memphis.  On  behalf  of  the  small 
businessmen  and  women  here  today  and  across  Tennessee,  1  thank  you  for  taking  the  federal 
government  out  of  Washington  directly  to  the  people.  To  truly  understand  the  challenges  facing 
small  business  owners,  we  must  listen  to  the  men  and  women  on  the  front  lines,  rather  than 
Washington  insiders. 

1  also  want  to  thank  our  witnesses  -  those  of  you  on  the  "front  lines"  —  for  taking  the  time 
to  testify  before  the  Committee.  We  know  you  work  very  hard  to  develop  your  businesses,  create 
jobs,  and  support  your  families.  We  also  recognize  the  ironic  struggle  that  many  of  you  confront 
every  day:  in  addition  to  vour  competitors  in  the  free  market,  you  must  overcome  burdens  created 
by  your  own  government  and  supported  by  your  own  tax  dollars.  1  remain  committed  to  creating 
a  more  "business-friendly"  federal  government  that  will  allow  more  people  to  pursue  the  American 
Dream  of  owning  their  own  business.  1  look  forward  to  hearing  your  experiences  and  suggestions 
today. 

We  all  recognize  that  small  business  is  the  engine  of  economic  growth  in  this  country.  In 
the  last  25  years,  small  businesses  created  two  out  of  every  three  new  jobs.  They  employ  more  than 
half  of  our  nation's  workforce.  And,  most  impressively,  the  American  small  business  community 
ranks  as  the  world's  third  largest  economic  power,  behind  only  the  U.S.  economy  as  a  whole  and 
Japan.  1  am  convinced  that  American  entrepreneurs  can  continue  their  success  if  they  are  given 
more  freedom  to  develop  new  products  and  new  markets. 

Unfortunately,  the  federal  government  has  not  been  a  friend  to  small  business.  Taxes, 
burdensome  regulations,  and  excessive  government  spending  restrict  the  ability  of  small  firms  to 
form,  grow,  and  create  jobs.  Two  days  from  now,  small  businesses,  along  with  every  other 
American,  will  file  their  tax  retums.  Many  of  them  have  spent  the  last  several  weeks  and  months 
navigating  their  way  through  the  complex  maze  of  our  federal  tax  code.  And  for  small  business 
owners  who  file  as  individuals,  their  top  income  tax  rate  has  risen  to  over  40  percent  as  a  result  of 
President  Clinton's  1993  budget. 

In  addition,  they  pay  a  "hidden  tax"  in  the  form  of  regulations  and  paperwork.  The  Small 
Business  Administration  (SBA)  estimates  that  small  businesses  spend  over  1  billion  hours  each  year 
to  comply  with  government  paperwork  requirements.  Every  minute  and  every  dollar  spent 
complying  with  regulations  and  completing  paperwork  forms  could  be  spent  pursuing  new 
customers  or  developing  new  products. 

Finally,  small  business  owners  are  frustrated  with  government  spending  that  is  out  of  control. 
The  federal  deficit  has  a  direct  effect  on  a  small  business'  bottom  line.  For  example,  the  deficit  adds 
2%  to  current  interest  rates.  This  means  an  extra  $1,248  a  year  in  interest  on  a  $75,000  business 
loan.  We  must  get  the  deficit  under  control  to  ensure  a  healthy  future  for  our  economy. 


When  I  talk  to  small  business  owners  across  Tennessee,  they  keep  sending  me  this  simple 
message:  the  Federal  Government  is  strangling  us,  and  we  need  relief.  And  my  reply  to  you  is  just 
as  simple:  I  have  heard  you,  and  1  am  taking  action. 

In  just  a  few  short  months,  the  new  Republican  Congress  has  begun  changing  the  Federal 
Government  and  creating  a  healthier  climate  for  small  businesses.  In  the  Senate,  we  passed  the 
Congressional  Accountability  Act  to  require  Congress  to  live  under  the  same  laws  as  everyone  else. 
Perhaps  when  legislators  start  feeling  the  pinch  of  the  laws  they  pass,  they  will  pass  fewer  of  them. 
We  passed  the  Unfunded  Mandates  bill  to  prevent  Congress  from  imposing  requirements  on  local 
governments  and  the  private  sector  without  paying  for  them.  We  passed  the  Paperwork  Reduction 
Act  to  reduce  paperwork  burdens  by  10%  a  year.  And  we  restored  the  25%' health  care  tax 
deduction  for  our  nation's  3  million  self-employed.  But  this  is  just  the  beginning.  Congress  has  a 
long  way  to  go.  We  must  begin  by  listening  to  the  voices  of  small  business  owners  in  the  places 
where  they  live  and  work. 

Today  we  will  examine  ways  to  "Loosen  the  Government  Noose"  that  is  strangling 
entrepreneurship  in  Tennessee  and  across  America.  We  will  hear  how  government  burdens  play  a 
role  in  every  stage  of  business  development  and  in  a  variety  of  businesses  from  cotton  ginners  to 
spinal  implant  manufacturers.  Senator  Bond  and  I  look  forward  to  taking  your  messages  back  to 
Washington  and  enacting  real  reform. 
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Senator  Bond.  Thank  you  very  much,  Senator  Frist.  And  we  will 
begin  the  first  panel  with  Mr.  Jack  Paris,  President  of  the  National 
Federation  of  Independent  Business.  He  is  a  Tennessean.  We  are 
very  proud  to  have  him  back  in  Tennessee. 

He  has  to  spend  a  lot  of  time  in  Washington,  but  we  are  very 
pleased  to  hear  from  him  first. 

I  might  say  to  our  guests  in  the  room  that  we  have  a  very  full 
schedule  today.  We  have  four  panels.  We  are  going  to  ask  the  wit- 
nesses to  submit  full  written  statements.  We  will  take  those  for  the 
record.  We  ask  the  witnesses  to  confine  their  comments  to  roughly 
five  minutes.  We  brought  out  a  very  sophisticated  electronic  timer. 
One  is  supposed  to  have  a  green  light  for  the  first  four  minutes, 
and  then  a  yellow  light,  and  a  red  light.  But,  due  to  circumstances 
beyond  our  control,  we  are  now  going  to  use  a  card  sign,  which 
somehow  gets  it  done.  We  cannot  always  depend  upon  electronics. 
And  then  Senator  Frist  and  I  will  take  about  no  more  than  five 
minutes  each  for  questions  to  each  of  the  witnesses.  I  gather  you 
have  been  asked  to  send  forth  questions  for  the  panelists.  If  there 
are  questions  you  have  for  the  panelists,  we  will  try  to  get  them 
in  in  the  five  minutes.  We  may  submit  additional  questions  for  the 
record. 

We  will  have  an  opportunity  after  this  is  over  for  the  media,  if 
they  want  to  do  follow-up  with  any  of  the  witnesses  outside,  or 
with  Senator  Frist  or  me,  we  will  do  that.  We  need  to  keep  the 
hearing  moving  because  I  have  a  feeling  we  are  going  to  get  a  lot 
of  good  information  today  and  we  want  everybody  to  have  a  full 
chance  to  present  their  views. 

With  that,  it  is  good  to  see  an  old  friend  again.  We  welcome  Jack 
Faris.  Glad  to  have  you  with  us  today. 

STATEMENT  OF  JACK  FARIS,  PRESIDENT  AND  CHIEF  EXECU- 
TIVE OFFICER,  NATIONAL  FEDERATION  OF  INDEPENDENT 
BUSINESS,  WASHINGTON,  DC 

Mr.  Paris.  Senator,  thank  you.  Mr.  Chairman,  I  really  appreciate 
you  having  this  meeting  here  and  being  with  one  of  the  nation's 
finest  in  Senator  Frist.  The  last  time  I  was  in  Memphis.  It  was 
when  you  were  running  for  election  in  September,  and  I  remember 
the  enthusiasm  and  the  excitement  as  you  said,  "We  need  to  get 
the  government  off  our  back,  out  of  our  pocket,  and  off  our  land." 
So  I  am  now  plagiarizing  that.  Senator,  across  the  country.  I  am 
saying  we  need  to  get  the  government  off  our  back,  out  of  our  pock- 
et, and  out  of  our  business.  So,  thank  you  for  that.  I  appreciate  the 
opportunity  to  be  here  on  "Loosening  the  Noose  on  Small  Busi- 
ness." That  is  a  very  great  title  for  this  time  together. 

NFIB  represents  more  than  600,000  small  and  independent  busi- 
ness owners  around  the  country  and  for  more  than  53  years  has 
been  representing  their  views.  We  are  a  little  different  in  that  we 
only  take  stands  on  issues  that  our  members  tell  us  to.  We  use  a 
mandate  ballot  every  other  month  for  these  members  to  tell  us  how 
they  stand  on  issues,  then  we  take  a  stand  on  those  issues.  When 
it  came  to  NAFTA,  our  members'  views  were  across  the  board. 
There  was  no  exact  position  there,  so  we  took  no  position  on  the 
NAFTA  issue.  On  the  health  care  debate,  there  was.  Eighty-seven 
percent  of  our  membership  said  they  were  opposed  to  a  health  care 
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employer  mandate;  therefore,  we  stood  firm  on  that  fi-om  day  one 
and  are  very  pleased  to  see  small  business  owners  in  America  show 
that  when  they  get  together,  they  unite  and  they  act;  they  are  very 
effective . 

We  have  more  than  11,000  members  here  in  Tennessee  and,  Mr. 
Chairman,  12,500  in  your  home  state  of  Missouri.  We  are  very 
pleased  that  Arleen  Goodman  and  Ron  Coleman  and  Ruth  Shoaf 
are  here  today.  They  are  people,  who  I  know,  know  the  problems 
of  small  businesses  from  three  different  areas  and  three  different 
businesses.  Arleen  Goodman  especially,  she  is  chairman  of  the  Ten- 
nessee delegation  to  the  White  House  Conference  on  Small  Busi- 
ness. She  is  also  chairman  of  the  NFIB's  Small  Business  Group  Ad- 
visory Council.  And  as  I  say  about  Ms.  Goodman,  whatever  she  is 
selling,  you  will  buy  two  of  before  you  leave. 

What  we  have  seen  over  the  past  period  of  time  is  people  asking 
a  definition  for  small  business.  They  ask  me  that  all  the  time, 
"How  do  you  define  small  business?"  And  we  have  found  there  are 
some  things  pretty  important  about  small  business.  They  represent 
56  percent  of  the  total  working  population.  Over  90  percent  of  all 
employers  in  America  employ  less  than  100  people.  We  know  from 
surveys  last  fall  that  43  percent  of  all  Americans  say  they  live  in 
a  small  business  household;  owner,  manager,  or  employee  house- 
hold— 43  percent.  And  then  in  exit  polling  we  found  out  that  63 
percent  of  the  people  who  voted  last  November  said  they  live  in  a 
small  business  household. 

So,  it  is  really  no  surprise  that  in  November  people  went  to  the 
polls  in  droves,  and  the  difference  is,  instead  of  having  chair  of  the 
Committees  of  the  House  and  the  Senate  with  a  19  percent  voting 
record  with  small  business,  we  now  have  chairs  with  a  98.6  percent 
vote  for  small  business.  And,  Mr.  Chairman,  we  are  especially 
pleased  to  see  you  in  your  role  with  the  Small  Business  Committee. 
A  huge  difference  in  that  election  was  you  resulting  as  the  chair- 
man of  this  Committee,  which  will  make  a  big  difference  for  small 
business  for  a  long  time. 

Who  is  small  business?  Well,  they  are  the  people  who  get  up  on 
Monday  morning  knowing  they  have  got  three  jobs:  owner,  man- 
ager and  fill-in  for  who  does  not  show  up.  Small  business  owners 
are  the  people  on  Thursday  night  that  worry  about  having  enough 
cash  for  payroll  on  Friday.  Because  the  three  most  important  prob- 
lems that  small  business  owners  face  after  their  government  is 
cash  flow,  cash  flow,  and  I  believe  the  third  one  was  cash  flow. 
Their  house  is  on  the  line  at  the  bank  for  the  money  they  borrowed 
to  make  that  payroll  and  to  buy  that  new  equipment  and  to  build 
their  business. 

I  have  friends  in  Congress  who  are  liberals  that  are  friends  of 
yours.  Senator,  who  say  the  small  business  community  has  always 
said,  "This  will  kill  us.  This  will  kill  jobs.  But  you  always  survive 
and  you  are  the  producers  of  net  new  jobs  in  America.  Here  you 
are  again.  Why  are  you  upset  over  something  like  this  small  in- 
crease in  minimum  wage?"  And  I  ask  them  to  please  stand  in  a 
swimming  pool  just  once  on  their  tiptoes  with  the  water  to  their 
nose,  and  then  answer  the  question,  "What  is  wrong  with  a  couple 
of  inches  of  water  added  to  this  pool?"  Well,  if  you  are  the  one  in 
the  pool,  you  are  the  one  that  knows  exactly  what  the  problem  is. 
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We  have  not  had  enough  people  sign  the  front  of  the  paycheck  in 
Congress.  Most  have  had  only  the  opportunity  to  sign  the  back  of 
one.  Well,  it  is  a  big  difference  now  with  a  new  Congress. 

We  have  talked  about  the  first  100  days  and  how  important  that 
is,  and  it  has  been  very  important.  A  lot  of  the  conversation  in  Con- 
gress has  been  in  the  House,  talking  about  the  Contract  with 
America.  But  there  has  been  a  tremendous  amount  of  work  done 
in  the  United  States  Senate.  It  has  just  not  received  that  much 
publicity.  A  lot  of  work  done  that  will  now  produce  fruit  as  the  Sen- 
ate t£ikes  on  many  of  the  bills  and  many  of  the  problems  that  are 
now  coming  before  the  United  States  Senate,  our  nation's  great  lib- 
erty body. 

I  want  to  enumerate  the  things  that  have  been  passed.  Mr. 
Chairman,  you  have  mentioned  them  already.  I  think  the  impor- 
tant thing  for  us  is  to  have  fairness  in  terms  of  a  level  playing  field 
for  small  business.  We  passed  30  percent  deductibility  of  health  in- 
surance signed  into  law  two  days  ago  by  the  President,  the  bill  that 
says  that  you  can  now,  small  business  entrepreneur,  deduct  your 
premiums  against  your  income  tax  30  percent,  not  100  percent,  but 
30  percent,  but  at  least  that  is  permanent.  It  is  better  than  we 
have  had  in  the  past  and  we  are  moving  toward  fairness,  and  that 
is  the  same  deductibility  that  the  CEO  of  Federal  Express  or  Gen- 
eral Motors  or  anyone  else  has,  100  percent. 

But  where  do  we  go  from  here?  Oliver  Wendell  Holmes  said,  "It 
matters  not  so  much  where  we  stand  as  the  direction  in  which  we 
are  moving."  And  I  am  very  excited  about  the  direction  that  I  see 
movement  inside  Washington,  D.C.  But  the  heavy  lifting  is  in  the 
Senate.  There  is  no  doubt  about  it.  That  is  where  it  is  going  to  be. 
That  is  where  the  difference  will  be,  and  when  you  go  to  conference 
and  then  go  to  the  President,  we  will  have  something  that  is  not 
just  a  bill,  but  it  is  a  law  that  affects  the  bottom  line.  So,  I  am 
looking  forward  to  the  next  few  weeks  and  few  months  of  discus- 
sions. We  do  know  there  are  some  positive  things  we  need  to  see 
happen. 

Number  one:  Please  save  us  from  our  legal  nightmares.  Please. 
Two:  Let  us  not  trim  regulations.  Let  us  create  a  regulatory  revolu- 
tion. Three:  Let  us  cut  taxes  and  reduce  spending  at  the  same  time. 
We  have  shown  we  can  cut  taxes.  We  did  it  in  the  early  1980s,  ex- 
cept we  did  not  cut  spending,  so  we  have  a  huge  deficit.  We  know 
that  you  cannot  spend  money  out  of  an  empty  pocket,  and  our  gov- 
ernment has  been  doing  it  for  too  long. 

Common  sense  legal  reform.  Do  we  need  laws?  Yes.  Do  we  need 
opportunity  to  sue?  Yes.  That  is  what  judicial  review  of  regulatory 
flexibility  is  about,  to  put  teeth  into  regulation  from  the  govern- 
ment. But  frivolous  lawsuits,  or  the  unneeded,  unwanted  lawsuits 
that  do  not  seem  to  make  much  sense  at  all  are  what  we  are  talk- 
ing about.  In  a  poll  of  Tennessee  NFIB  members,  one-third  say 
that  they  have  been  sued,  and  one-half  have  been  threatened  with 
lawsuits.  The  Senate  must  show  leadership  to  free  us  from  legal 
nightmares. 

One  of  the  things  that  I  am  excited  about  is  the  leadership  that 
is  already  been  shown  by  Chairman  Bond  to  strengthen  the  Regu- 
latory Flexibility  Act,  the  single  most  important  piece  of  small  busi- 
ness regulatory  reform  legislation  that  we  have  seen.  Yes,  there  is 
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much  to  do,  but  I  know  that  if  the  small  business  community 
stands  up  tall  as  they  did  on  health  care  reform,  stand  as  tall  as 
they  did  in  the  November  election,  that  we,  in  fact,  will  accomplish 
much  in  America,  the  backbone  of  free  enterprise,  which  means  our 
country  can  remain  great. 

Mr.  Chairman,  Senator  Frist,  thank  you  for  the  opportunity  to  be 
here  today  and  to  testify  before  your  Committee. 

[The  prepared  statement  of  Mr.  Faris  follows:] 
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Mr.  Chairman,  it  is  both  an  honor  and  a  pleasure  to  be  in  Memphis  today 
before  the  Senate  Small  Business  Committee.   Thank  you  for  giving  me  this 
opportunity  to  advocate  how  the  federal  government  can  loosen  the  noose  on  small 
business. 

As  President  and  CEO  of  the  National  Federation  of  Independent  Business 
(NFIB),  the  nation's  largest  small  business  advocacy  organization,  I  plan  to 
discuss  three  things  in  my  remarks.   First,  why  small  business  is  important  to 
America,  second,  what  have  we  accomplished  so  far  in  the  104th  Congress,  and 
finally,  where  do  we  go  from  here? 

Why  Small  Business  Is  Valuable  to  America 

The  National  Federation  of  Independent  Business  represents  more  than 
600,000  small  and  independent  business  owners  across  the  United  States.   For 
more  than  half  a  century,  NFIB  has  served  the  needs  of  small  business  on  a  broad 
spectrum  of  issues.   NFIB's  positions  on  legislative  issues  are  set  by  its  members. 

We  have  more  than  11,000  members  in  Tennessee  and  12,500  in  Chairman 
Bond's  home  state  of  Missouri.   Three  of  my  fellow  witnesses  at  today's  hearing 
are  active  members  of  NFIB:   Arleen  Goodman  of  Nashville,  Ron  Coleman  fi-om 
here  in  Memphis  and  Ruth  Shoaf  from  Milan.   Arleen  and  Ron  are  also  involved 
with  the  1995  White  House  Conference  on  Small  Business.   Arleen,  as  a  matter  of 
fact,  is  heading  up  the  Tennessee  delegation  that  will  be  in  Washington  in  June 
for  the  national  conference. 

NFIB's  membership  reflects  the  national  business  population. 
Approximately  50  percent  of  our  members  own  retail  and  service  enterprises;  25 
percent  own  manufacturing  and  construction  businesses;  and  the  remaining  25 
percent  operate  agricultural,  transportation,  mining,  wholesale,  financial, 
insurance  or  real  estate  enterprises.   The  typical  NFIB  member  employs  five 
workers  and  reports  gross  sales  of  approximately  $250,000  per  year. 
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Small  Business:  America's  Path  to  Jobs  and  Independence 

Small  business  represents  an  essential  piece  of  the  United  States'  economic 
framework.   Indeed,  small  businesses  helped  to  lay  the  foundation  of  the  world's 
strongest  democracy  and  economy  that  has  existed  for  more  than  two  centuries. 
Current  evidence  continues  to  suggest  that  small  business  still  plays  a  unique  and 
rather  remarkable  role  as  a  job  creator  and  provider  of  personal  opportunity, 
security  and  independence  for  millions  of  Americans.   Consider  the  following: 

Small  business  is  the  nation's  number  one  job  creator.   Since  the 
early  1970s  small  businesses  have  created  two  of  every  three  net  new  jobs  in  the 
U.S.   A  substantial  majority  of  that  job  growth  came  in  the  very  smallest  firms  ~ 
those  with  fewer  than  five  employees.   Small  firms  are  expected  to  contribute 
more  than  half  of  the  nation's  23.3  million  jobs  projected  to  be  created  between 
1990  and  2005. 

Statistics  show  that  even  during  economic  downturns,  the  "engine  of  job 
growth,"  small  business,  continues  to  chug  along.   From  1989  to  1991,  a  period  of 
slow  economic  growth,  firms  with  fewer  than  twenty  employees  created  virtually 
all  net  new  jobs  in  the  country.   However,  many  larger  businesses,  during  the 
same  time,  underwent  efforts  to  streamline,  including  widespread  layoffs  smd 
significant  reductions  in  new  hires.   During  the  1980s  overall,  while  the  Fortune 
500  companies  leiid  off  3.5  million  people,  small  firms  created  more  than  20  million 
jobs. (WSJ,  8/10/92)   In  addition,  a  report  from  the  U.S.  Department  of  Commerce 
shows  that  firms  with  fewer  than  10  employees  led  the  renewed  hiring  in  1992  by 
adding  368,000  jobs  at  more  than  100,000  new  locations.   All  this  evidence 
supports  the  fact  that  small  business  helped  to  mitigate  the  impact  of  the  last 
recession  by  continuing  job  creation. 

Almost  all  businesses  are  small  businesses.   Overall,  small  businesses 
represent  approximately  99  percent  of  the  total  U.S.  business  population,  which 
translates  into  anywhere  between  12  million  and  21  million  small  business 
employers  (depending  on  the  definition  of  small  business  used).    Internal  Revenue 
Service  (IRS)  data  from  1991  shows  that  out  of  the  20.5  million  business  tax 
returns  filed  that  yeair,  there  were  4.5  million  corporations,  1.7  million 
partnerships,  and  14.3  million  sole  proprietorships. 

Only  about  7,000  businesses  in  the  U.S.  employe  more  than  500  people.   As 
a  whole,  small  businesses  employ  approximately  47  million  people  in  the  United 
States,  nearly  half  of  the  private  sector  workforce. 

Almost  all  small  businesses  are  very  small  --  Mom-and-Pop,  Main  Street, 
family  enterprises.   More  than  half  of  businesses  with  employees  employ  fewer 
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than  five  people.  Almost  90  percent  of  all  employers  employ  fewer  than  20  people. 
Yet,  overall,  these  small  firms  generate  about  38  percent  of  the  Gross  Domestic 
Product. 

Small  business  is  a  megor  contributor  to  U.S.  technological 

advancement.   We  can  thank  small  entrepreneiu-s  for  much  of  the  technological 
innovation  during  this  century.  Without  them,  we  would  not  have  such  modern- 
day  necessities  as  personal  computers,  air  travel,  insulin,  xerography,  air 
conditioning,  lasers,  pacemakers,  telecommunications,  biotechnology  and  much 
more.   Small  businesses  are  able  to  produce  these  advances  with  fewer  financial 
resources  and  fewer  people  and  can  bring  them  to  the  market  faster  than  can  big 
corporations  or  the  government. 

Small  business  is  the  historical  embodiment  of  the  American  Dream. 

It  was  mainly  small  business  owners  and  small  farmers  who  rose  up  in  arms 
against  British  domination  in  the  1770s.   Many  of  our  coimtrys  fovmding  fathers, 
including  Ben  Franklin,  were  small  businessmen  who  valued  the  ideals  of 
entrepreneurship,  self-sufficiency,  and  independence.   In  1840  the  French 
historian  Alexis  de  Tocqueville  wrote,  "...  what  astonished  me  in  the  United  States 
is  not  so  much  the  marvelous  grandeur  of  some  undertakings  as  the  innumerable 
multitude  of  small  ones."   During  the  19th  Century,  millions  of  immigrants  who 
left  their  homelands  seized  the  ideals  of  the  American  Dream  by  opening  their 
own  enterprises  and  creating  their  own  opportunities. 

Owning  one's  own  business  reflects  the  ideals  of  the  American  Dream, 
established  hundreds  of  years  ago.   Small  business  owners  represent  the  fi-eedom, 
independence,  and  perseverance  that  are  identified  with  the  American  way  of 
doing  things.   Small  business  gives  hope  to  all  Americans  by  allowing  anyone  with 
a  good  idea  and  talent  to  obtain  economic  fi-eedom  and  seciirity  by  starting  their 
own  enterprise  and  working  hard  to  make  it  a  success. 

It  is  these  values  that  primarily  drive  people  to  start  a  business  ~  not 
necessarily  because  they  want  to  make  lots  of  money.   In  a  1991  NFIB  Education 
Foundation  study  entitled  "New  Business  in  America,"  new  business  owners  were 
asked  why  they  went  into  business.   Answers  such  as  "Use  my  skills,"  "Control 
over  my  own  life,"  and  "Build  for  the  family"  were  all  cited  twice  as  fi-equently  by 
respondents  than  was  "Earn  lots  of  money."  And  having  money  to  start  with  is 
not  a  distinguishing  factor  in  wanting  or  being  able  to  start  a  business  and  pursue 
the  American  dream.   More  than  half  of  all  businesses  start  up  with  less  than 
$20,000  in  capital. 

America  has  faith  in  small  business.   Evidence  shows  that  U.S.  citizens 
have  a  great  deal  of  confidence  in  and  admiration  for  small  business.  A  U.S  News 
and  World  Report  study  reveals  that  on  a  scale  of  one  to  seven,  the  public  rated 
small  businesses  close  to  five  for  dependability,  honesty,  and  the  skills  to  get 
things  done.  The  federal  government,  however,  only  scored  a  three. 
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What  Have  We  Accomplished  in  the  104th  Congress? 

Much  of  the  focus  in  Washington  and  Congress  has  been  the  now-completed 
House  RepubU can's  "Contract  with  America."   Fortunately  for  small  business, 
many  of  the  items  in  this  proposal  were  issues  that  NFIB  has  long  sought.   We 
have  expressed  our  support  for  the  Contract  overall,  and  worked  to  enhance  some 
of  its  provisions  to  better  suit  the  needs  of  small  business  owners.    Following  is  a 
summary  of  the  most  important  issues  to  small  business  and  their  legislative 
status  at  the  conclusion  of  the  first  100  days  of  the  104th  Congress. 

BALANCED  BUDGET  AMENDMENT.   The  "Contract  with  America" 
included  a  strong  Balanced  Budget  Amendment  would  have  required  a  three-fifths 
vote  of  both  the  House  and  Senate  to  raise  taxes  to  achieve  a  balanced  budget. 
The  House  passed  (300-132),  ailthough  without  the  tax  limitation  language,  an 
amendment  that  would  force  Congress  to  be  more  responsible  with  its  spending. 
As  you  know  the  Senate,  was  unable  to  pass  the  balanced  budget  amendment. 
But  the  fight  is  not  over,  and  we  are  committed  to  helping  pass  the  Balanced 
Budget  Amendment  in  the  Senate  before  the  1996  elections. 

LINE  ITEM  VETO.   NFIB  members  support  line  item  veto  legislation  that 
would  permit  the  President  to  eliminate  wasteful  individual  spending  items 
without  vetoing  the  entire  bill.   Both  the  House  and  Senate  have  passed  this 
legislation,  and  are  currently  working  out  the  differences  between  their  two 
approaches  to  the  line  item  veto. 

UNFUNDED  MANDATES.   This  new  law  prevents  the  Congress  from 
passing  legislation  to  enact  new  programs  or  requirements  on  local  governments 
and  businesses,  without  providing  the  funds  to  implement  the  mandate.  This  item 
passed  the  House  and  Senate  overwhelmingly  and  has  been  signed  by  the 
President. 

CAPITAL  GAINS  TAX  CUT.   A  proposal  to  exempt  half  of  a  capital  gain 
fi-om  taxation  and  to  index  capital  assets  for  inflation  is  also  part  of  the  Contract. 
NFIB  is  also  promoting  a  complete  exemption  fi-om  capital  gains  taxes  for 
investments  in  small  businesses  held  for  a  certain  length  of  time.   The  House 
recently  passed  a  capital  gains  tax  cut,  and  we  urge  Senate  action  to  follow. 

NEUTRAL  COST  RECOVERY  AND  EXPENSING.   Contained  in  the 
Contract  is  neutral  cost  recovery,  a  proposal  to  adjust  current  depreciation 
allowances  of  assets  both  for  inflation  and  the  time  value  of  money.   NFIB  has 
argued  that  a  better  way  to  encourage  investment  by  small  and  medium  size  firms 
is  to  increase  expensing  currently  at  $17,500  to  $35,000.   We  will  be  working  to  do 
that  in  the  Senate. 

HOME  OFFICE  DEDUCTION.   Another  item  contained  in  the  Contract  is 
legislation  to  permit  greater  use  of  the  home  office  tax  deduction,  which  the 
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Supreme  Court  has  restricted.   This  item  passed  the  House,  and  is  awaiting  action 
in  the  Senate  where  it  has  our  full  support. 

ESTATE  TAX  REFORM.   Estate  tax  reform  is  one  of  NFIB's  highest 
priorities  in  the  tax  area.  The  House  raised  the  estate  tax  exemption  from 
$600,000  to  $750,000  and  indexed  the  exemption  for  inflation.     However,  we  have 
an  estate  tax  proposal  specifically  aimed  at  family-owned  small  businesses  and 
farms,  which  I  will  discuss  later  in  my  testimony. 

PAPERWORK  REDUCTION  ACT.   Strongly  advocated  by  NFIB  members 
for  many  years  and  consequently  one  of  the  first  bills  passed  by  both  House  of 
Congress  is  legislation  that  would  strengthen  the  Paperwork  Reduction  Act  and 
reduce  the  amount  of  paperwork  forced  onto  small  business  owners  by  ten  percent 
a  year.  This  bUl  unanimously  passed  the  House  and  Senate  and  was  recently  sent 
to  the  President  for  his  signature. 

REGULATORY  FLEXIBILITY.  Legislation  passed  the  House  to  greatly 
strengthen  the  Regulatory  Flexibility  Act  by  allowing  judicial  enforcement.   This 
provision  puts  muscle  behind  the  Regulatory  Flexibility  Act,  which  was  designed 
to  force  regulators  to  consider  the  limited  resources  of  small  business  when 
drafting  regulations.   This  bill  passed  the  House  (415-15). 

We  are  working  closely  with  Chairman  Bond  to  pass  strong  Regulatory 
Flexibility  in  the  Senate  as  part  of  Majority  Leader  Dole's  omnibus  regulatory 
reform  legislation. 

PRIVATE  PROPERTY  RIGHTS.   NFIB  strongly  supports  the  proposal  to 
require  the  government  to  compensate  private  property  owners  for  government 
actions  that  reduce  the  value  of  their  land.   The  bill  passed  the  House  (277-148) 
and  is  awaiting  Senate  action  where  it  has  significant  bipartisan  support. 

HEALTH  INSURANCE  DEDUCTIBILITY.  Since  1986,  self-employed 
business  owners  have  had  to  fight  for  a  temporary,  25  percent  deductibility  of 
their  health  insurance  premiums  for  themselves  and  their  families.   This  year, 
Congress  passed  30  percent  deductibility  that  is  permanent  and  will  not  expire 
ag£iin.   NFIB  is  hopeful  that  Congress  will  soon  increase  this  deduction  to  100 
percent  to  achieve  fairness  with  incorporated  businesses. 

Where  Do  We  Go  From  Here? 

As  you  can  see  much  of  NFIB's  small  business  agenda  is  well  on  it's  way  to 
passage  by  Congress.  We  are  excited  and  optimistic,  but  realize  because  of  the 
very  nature  of  the  Congress  that  the  real  heavy-lifting  for  our  members  is  going  to 
be  in  the  Senate. 
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There  are  three  areas,  in  particular,  we  look  forward  to  working  with  the 
Small  Business  Committee  to  pass  during  spring  and  summer  in  the  Senate  in 
order  to  loosen  the  noose  on  small  business  --  adding  common  sense  to  our  legal 
system,  creating  a  regulatory  revolution  and  cutting  taxes  and  reducing  spending. 

Legal  reform 

One  of  the  most  exciting  things  happening  in  this  Congress  is  the  prospect  - 
-  for  the  first  time  in  40  years  --  of  broad,  common  sense  legal  reform. 

When  we  started  this  Congress,  the  conventional  Washington  wisdom  said 
that  we  could  not  pass  any  legal  system  reforms  beyond  product  liability,  which 
has  been  debated  in  the  Senate  and  consistently  defeated  by  the  trial  lawyers 
since  1980. 

So  small  business  owners  (restaurant  owners,  retailers,  grocers,  gas  station 
owners,  and  other  service  industry  providers)  started  pushing  their 
representatives  for  broad  civil  justice  reform.   But  small  business  didn't  do  it 
alone.   We  joined  forces  with  non-profit  organizations  (like  blood  bamks  and  little 
leagues)  and  local  governments  (like  cities  and  counties),  who  are  also  suffering 
from  America's  lawsuit  explosion. 

We  were  victorious  in  strengthening  the  House's  legal  reform  legislation  to 
include:   the  elimination  of  "joint-and-several"  liability  (ensuring  that  a  defendant 
is  only  responsible  for  pajdng  for  their  proportion  of  the  harm),  limits  on  punitive 
damages,  medical  malpractice  reform  (which  should  lower  our  health  insurance 
costs)  and  a  provision  to  require  someone  who  turns  down  an  early  settlement 
offer  and  does  no  better  in  court  to  pay  the  court  costs  of  the  loser  for  a  limited 
number  of  cases. 

Why  were  we  successful?  Because  almost  every  small  business  owner  is 
afraid  of  frivolous  lawsuits  and  what  those  lawsuits  could  do  to  their  businesses. 
The  entrepreneiu-s  who  have  not  already  been  sued  know  it  could  be  their  turn 
next.   Plus,  excessive  and  frivolous  lawsuits  mean  higher  costs  for  liability 
insurance  and  goods  and  services. 

On  April  24,  the  Senate  will  begin  its  legal  reform  debate  and  we  are 
working  hard  for  the  same  kind  of  near  miracle. 

Reducing  Taxes  and  Spending 

We  realize  that  all  citizens  must  pay  their  fair  share  of  the  cost  of 
government,  but  excessive  taxation  discourages  investment  and  stifles  economic 
activity  reducing  government  revenues  in  the  long  run.   NFIB  is  pushing  for 
sensible  tax  and  spending  policies  at  all  levels  of  government. 
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As  I  mentioned  earlier  our  top  tax  priority  in  the  Senate  is  estate  tax 
reform.   Estate  taxes  are  an  enormous  disincentive  for  all  small  business  owners 
to  expand  and  grow  their  firms.    Often  heirs  are  forced  to  sell  some  or  all  of  a 
family  business  in  order  to  pay  the  estate  taxes.   Our  proposal,  which  is  different 
from  the  House-passed  version,  would  exempt  all  family-owned  business  and  farm 
assets  from  taxation  if  the  business  was  passed  to  family  members  or  employees. 

Two  relatively  inexpensive  tax  changes  we  would  like  to  see  that  would  help 
a  huge  number  of  small  businesses  would  relax  the  rules  for  home  office 
deductions  and  clarify  the  definition  of  independent  contractor. 

If  we  are  going  to  encourage  more  savings  in  our  country,  we  need  to 
provide  incentives  for  small  business  owners  to  offer  retirement  savings  plans  to 
their  employees  smd  participate  in  themselves.   In  order  to  do  this  federal  pension 
law  needs  to  be  drastically  simplified  for  small  businesses.   NFIB  supports 
Senator  Packwood's  efforts  to  establish  a  small  business  "PRIME  savings  account" 
that  would  greatly  reduce  complex  pension  law  and  has  almost  no  administrative 
costs. 

And  finally,  we  would  urge  the  Senate  to  drop  the  neutral  cost  recovery 
provisions  from  the  House  tax  bill,  and  instead,  increase  the  expensing  level  fi-om 
$17,500  to  $35,000.   Taxes  and  cash  flow  are  two  of  the  biggest  problems  facing 
small  business  owners.   Increasing  expensing  --  the  amount  a  business  can  deduct 
for  the  purchase  of  equipment  in  the  year  of  the  purchase  -  can  help  solve  both  of 
these  problems. 

Regulatory  Revolution 

As  this  Committee  knows,  government  regulations  -  many  of  them 
unnecessary  and  counterproductive  -  constitute  an  enormous  burden  for  small 
businesses.   Even  beneficial  regulations  are  so  complex  -  with  so  much  paperwork 
-  that  small  business  owners  find  it  increasingly  difficult  to  comply.   We  are 
urging  Congress  to  restore  sanity  to  the  regvilatory  process. 

As  I  mentioned  earher  in  my  testimony,  we  are  grateful  for  Chairman 
Bond's  leadership  to  strengthen  the  Regulatory  Flexibility  Act,  which  is  probably 
the  single-most  important  piece  of  small  business  regulatory  reform  legislation. 

Along  with  Reg-Flex,  we  also  supporting  the  efforts  of  Senator  Dole  to 
implement  risk  assessment  and  cost  benefit  analyses  of  all  regtdations  before  they 
go  into  effect.   Congress  should  ensure  that  no  new  requirements  are  put  on  the 
books  imless  the  benefits  clearly  justify  the  costs  of  the  action;  there  should  be  a 
clear  understanding  of  what  the  nation  is  getting  in  return. 

Small  business  also  believes  that  Congress  should  be  held  accountable  for 
making  sure  that  regulations  to  implement  the  laws  it  passes  are  what  they 
intended.   Many  bad  regulations  are  a  direct  result  of  non-specific  laws  that 
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Congress  has  passed.  Senators  Nickles  and  Reid  were  recently  successful  in 
passing  legislation  that  gives  Congress  45  days  to  reject  regulations  that  are 
diflFerent  from  the  original  intent  of  Congress. 

There  are  a  large  number  of  regulations  on  the  books  that  have  long  since 
outlived  their  effectiveness.  All  federal  regulations  should  sunset  after  five  years 
unless  the  rule's  merits  and  effectiveness  can  be  clearly  established. 

We  are  also  advocating  a  Small  Business  Regulatory  Bill  of  Rights,  which 
Senator  Shelby  recently  introduced  and  a  serious  review  and  revision  of  OSHA, 
the  Americans  with  Disabilities  Act,  the  Fair  Labor  Standards  Act  and  all  other 
labor  laws. 

CONCLUSION 

America's  entrepreneurs  are  experiencing  the  dawn  of  a  new  era  in 
Congress  by  Representatives  and  Senators  who  understand  the  challenges  small 
business  owners  are  faced  with  every  morning. 

The  first  100  days  of  the  104th  Congress  have  been  extremely  productive  for 
small  business.   Legislation  holding  Congress  responsible  for  complying  with  the 
laws  it  forces  everyone  else  and  prohibiting  unfunded  federal  mandates  have  been 
signed  into  law.   The  Paperwork  Reduction  Act  and  legislation  to  make  health 
insurance  deductibility  permanent  are  awaiting  the  President's  signature.   Other 
legislation  reforming  our  legal,  regulatory  and  tax  systems  have  passed  the  House 
and  are  awaiting  final  action  on  the  Senate  floor. 

Indeed,  much  has  been  accomplished.   But  many  challenges  await. 

NFIB  looks  forward  to  working  with  the  Small  Business  Committee  during 
the  104th  Congress  to  continue  an  unprecedented  level  of  accomplishments  on 
behalf  of  America's  smsdl  businesses.   Thank  you  for  your  commitment  to  small 
business  --  you  won't  be  disappointed. 
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Chairman  Bond.  Thank  you  very  much,  Mr.  Paris,  and  we  ap- 
preciate your  kind  words.  We  obviously  share  your  excitement  that 
we  at  least  got  the  partial  health  care  deduction  passed  and  signed 
into  law.  But  frankly,  Senator  Frist  is  going  to  be  a  leader  in  our 
efforts  on  health  care  reform,  and  to  me,  the  only  sensible  way  is 
to  put  the  small  business  person,  the  entrepreneur,  the  farmer,  the 
rancher,  the  shopkeeper,  the  small  manufacturer  on  the  same  foot- 
ing as  the  employee  of  a  large  corporation  in  terms  of  health  care 
deductibility.  We  also  appreciate  your  general  comments  about  reg- 
ulatory relief. 

Let  me  ask  you  a  difficult  question,  one  that  is  facing  us  right 
now  on  the  budget  committee.  We  are  going  to  be  asked  to  adopt 
some  very  difficult  cuts  to  put  us  on  a  path  to  balance  the  budget 
by  the  year  2002,  to  get  rid  of  the  deficit.  The  President's  budget 
proposal  that  was  sent  to  Congress  in  February  of  this  year  does 
not  cut  spending.  It  does  not  even  pay  lip  service  to  reducing 
spending.  It  would  have  spending  go  up  in  five  years  $366  billion 
dollars  and  would  add  $1  trillion  dollars  to  our  national  debt  and 
to  our  children's  credit  cards  in  five  years.  Now,  my  child  is  six  feet 
and  190  in  the  eighth  grade  and  he  is  a  heavyweight  wrestler,  and 
I  do  not  want  to  go  home  and  tell  him  that  I  am  putting  another 
trillion  dollars  on  his  credit  card.  That  may  not  be  safe.  You  talked 
about  taxes.  Should  we  get  to  the  zero  deficit  in  2002  first,  or 
should  we  try  to  get  tax  relief  first  and  reduce  the  deficit  second? 

Mr.  Paris.  The  answer  to  that  question  is  yes. 

Chairman  Bond.  We  should  do  both.  But  we  are  going  to  have 
to  face  some  priorities. 

Mr.  Paris.  Surely. 

Chairman  BOND.  Which  would  your  members  say  is  most  impor- 
tant? 

Mr.  Paris.  The  most  important  thing  for  our  members  is  for  the 
government  to  reduce  itself  and  to  get  out  of  their  place  of  business 
so  they  can  do  business,  so  they  can  generate  new  jobs  and  new 
revenue  for  the  government  by  taxes  on  those  new  jobs.  Now,  what 
they  have  told  us  over  and  over  again  is  that  we  need  to  have  the 
deficit  reduced.  It  is  a  burden  on  our  children  and  our  grand- 
children that  just  does  not  make  sense.  What  they  want  to  do  is 
cut  the  spending  of  government.  That  is  their  number  one. 

Right  behind  it,  only  by  a  nose,  is  to  simplify,  not  just  to  reduce 
taxes,  but  to  simplify  the  tax  burden,  which  you  and  I  have  dis- 
cussed before;  how  important  it  is  to  small  business  owners  to  sim- 
plify that.  So,  they  want  it  all.  We  have  not  met  a  regulation  or 
tax  that  we  really  love,  and  we  sure  know  that  the  debt  is  going 
to  kill  us.  My  daughter  is  25.  I  have  a  son  about  the  size  of  your 
son  and  he  has  been  known  to  wrestle  me  from  time  to  time.  But 
my  daughter  is  25  and  in  graduate  school.  She  came  in  one  day 
and  said,  "Dad,  I  just  saved  you  $60."  I  said,  "Well,  great,  Danielle. 
How  did  you  do  that?"  She  said,  "Well,  I  bought  a  dress  that  was 
on  sale.  It  was  $180  and  I  bought  it  for  $120."  And  I  said,  "Well, 
great.  Why  did  you  not  save  me  $120  by  buying  two  dresses?"  She 
said,  "Dad,  I  did."  Well,  she  could  work  at  the  White  House.  I 
mean,  that  is  what  the  economists  at  the  White  House  are  trying 
to  tell  us,  that  we  say  we  are  going  to  spend  $100,  and  now  we  are 
just  going  to  spend  $80,  therefore,  we  saved  you  $20.  Excuse  me? 
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That  is  not  how  it  works  on  Main  Street  in  Collierville.  It  just  does 
not  work  that  way. 

So,  we  want  both,  Senator.  We  want  both  and  we  think  we  can 
do  both  at  the  same  time. 

Chairman  Bond.  Well,  I  hope  we  can  because  I  think  we  need 
to  do  both,  but  I  was  interested  to  see  that  because  we  have  got 
to  get  to  one  goal  first.  You  cannot  run  in  two  directions  at  the 
same  time.  I  appreciate  that  guidance. 

With  respect  to  regulatory  reform,  what  would  your  members  say 
should  be  our  top  priorities?  Where  should  we  look  first  for  the  reg- 
ulatory review,  either  in  general  areas  or  specific  items  within  one 
of  the  areas? 

Mr.  Faris.  The  first  thing  is  stop  the  bleeding,  and  we  think  the 
best  way  to  help  the  patient.  Dr.  Frist,  is  to  get  the  bleeding 
stopped.  And  then  we  can  worry  about  curing  the  patient.  Let  us 
just  put  a  moratorium  in  place — let  us  put  a  stop  on  all  the  new 
regulations,  number  one. 

Number  two,  let  us  go  back  and  look  at  these  regulations  to  say, 
"Okay.  Well  meaning,  well-intended  Congress  passed  these  laws. 
Nobody  passed  this  law  saying,  'Hey,  I  can  run  some  people  out  of 
business  passing  this  law.'"  Well,  there  may  be  one  or  two  who  feel 
that  way.  We  will  not  give  names,  but  that  is  not  the  purpose.  But 
look  back  and  say,  "What  has  really  happened?"  When  you  turn  it 
over  to  a  bureaucracy  and  they  enforce  it,  and  now  somebody  who 
has  never  signed  the  front  of  a  paycheck  is  coming  in  your  business 
telling  you  how  to  do  your  business. 

The  initials  that  our  people  have  said  they  do  not  like,  the  first 
set  of  initials  they  really  do  not  like  is  IRS;  no  surprise  to  anyone. 
I  mean,  that  is  by  far  number  one.  Number  two,  OSHA.  Number 
three,  EPA. 

I  was  very  pleased  to  work  with  Administrator  Browner  last  year 
to  come  up  with  Superfund  Reauthorization  Act,  which  we  agreed 
with  and  said  this  will  be  good  because  of  de  minimis  changes, 
minimizing  exposure  to  small  business.  There  are  other  things  at 
EPA  we  have  tried  to  work  on,  but  I  mean,  they  come  in  and  say, 
"Well,  excuse  me,  but  that  ditch  over  there  has  been  holding  water 
too  long,  so  now  all  this  property  you  own  that  your  business  is  on 
you  cannot  do  anything  with,  and  we  are  not  going  to  pay  you  any- 
thing for  it."  Takings  becomes  a  real  problem. 

Regarding  OSHA,  Secretary  Reich  just  said  that  he  plans  to  in- 
crease the  $2,000  penalty  to  $7,000  penalty.  And  I  asked  him  why. 
He  said,  "Jack,  we  need  to  have  more  money  in  the  treasury.  This 
is  a  good  way  to  do  it.  And  if  the  small  business  owners  knew  that 
the  penalty  was  going  up,  maybe  we  would  get  their  attention."  He 
does  not  understand  the  real  deal. 

First,  we  say,  stop  the  bleeding.  Second,  let  us  make  changes  to 
the  IRS,  OSHA,  EPA.  As  important  as  the  SBA  is  to  a  few  of  our 
members,  it  is  not  the  number  one  opportunity  or  problem.  Those 
other  initials  come  first. 

Chairman  BOND.  Thank  you  very  much,  Mr.  Faris.  I  now  turn 
to  Senator  Frist. 

Senator  Frist.  Thank  you,  Mr.  Chairman.  Legal  system.  You 
mentioned,  and  as  you  well  know,  I  share  your  support  of  common 
sense  reforms  of  our  legal  system.  And  I  want  to  ask  you,  you  men- 
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tioned  in  your  testimony  that  one-third  of  your  membership  say 
they  have  been  sued,  while  almost  half  of  those  surveyed  have  been 
threatened  with  a  suit.  I  was  reading  in  a  newspaper,  which  I  will 
share  with  you,  just  a  comment  which  kind  of  sums  up  the  problem 
today. 

I  am  quoting  the  newspaper  article.  It  says,  "We  have  reached 
the  point  where  a  simple  product,  such  as  a  stepladder,  has  to  be 
sold  with  a  big  red  warning  label  on  it  telling  you  not  to  dance  on 
it,  touch  electrical  wires  with  it,  hit  people  with  it,  swallow  it,  be- 
cause somebody  somewhere  sometime  actually  did  these  things 
with  a  stepladder,  got  hurt,  filed  a  lawsuit,  and  won."  It  sums  up 
the  problem  today. 

If  you  will  elaborate  a  little  bit  further  of  that  direction,  because 
this  year  in  the  United  States  Congress,  we  have  a  real  oppor- 
tunity for  the  first  time  in  a  long  time,  to  accomplish  significant 
legal  reform. 

Mr.  Faris.  Senator,  I  could  not  agree  more,  and  very  few  of  our 
members  have  been  caught  swallowing  ladders.  But  I  do  know  that 
it  seems  that  things  that  sound  that  ridiculous  are  going  on  every 
day,  and  they  are  not  funny  to  the  people  who  are  being  sued.  Our 
members  do  not  have  law  firms  on  retainer.  We  surely  do  not  have 
attorneys  working  in  our  place  of  business — the  owner  is  every- 
thing. The  owner  is  the  personnel  person,  the  legal  person,  is  ev- 
erything, and  is  trying  best  so  she  can  to  stay  in  business  from  one 
day  to  the  next. 

Well,  I  knew  when  Ralph  Nader  called  me  last  week  and  told  me 
how  important  it  was  to  small  business  that  we  not  change  any- 
thing about  the  legal  system,  I  knew  we  had  better  get  to  changing 
this  legal  system.  We  think  that  it  is  the  frivolous  lawsuit  that  pre- 
sents the  worst  problem.  It  is  the  litigious  society  we  have  that  just 
sues  at  the  drop  of  a  hat,  or  a  ladder.  It  is  time  to  bring  some  rea- 
son in  it  so  that  every  time  we  turn  around  we  do  not  run  into  a 
lawsuit. 

Part  of  that  is  to  have  some  deliberations  so  people  can  resolve 
their  problems.  General  Motors  uses  a  501C3  organization  in  order 
to  help  have  a  survey  of  people  made  and  a  group  set  up  to  resolve 
differences  on  people  who  are  upset  about  their  automobiles  so  that 
they  do  not  end  up  being  sued.  General  Motors  does  not  have  to 
respond  to  lawsuits.  So,  a  person  who  has  a  bad  car  can  go  in  and 
get  some  understanding  and  relief.  We  need  to  see  more  of  that 
done.  We  are  not  out  trying  to  put  lawyers  out  of  business,  but  it 
is  time  for  the  legal  system  to  quit  putting  small  business  out  of 
business. 

Senator  Frist.  Thank  you,  Mr.  Chairman. 

Chairman  Bond.  All  right.  Well,  thank  you  very  much,  Mr. 
Faris.  We  certainly  appreciate  your  testimony  and  look  forward  to 
working  with  you  in  Washington  as  we  have  in  the  past. 

Mr.  Faris.  Thank  you,  sir. 

Chairman  Bond.  For  our  second  panel,  we  are  very  pleased  to 
have  with  us,  and  I  ask  them  to  come  forward,  Mr.  Art  Sandridge, 
Vice  President,  Small  Business  Banking,  First  Tennessee  Bank, 
Memphis.  We  have  been  forewarned  about  Ms.  Arleen  Goodman, 
Chairman,  Tennessee  Delegation  of  the  White  House  Conference  on 
Small  Business;  former  Owner  of  Nashville  KOA  Campground  in 
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Nashville,  and  we  have  been  made  aware  that  we  are  likely  to  buy 
two  of  whatever  she  is  selling.  And  Mr.  Patrick  H.  Carter,  Presi- 
dent of  Olympic  Staffing  in  Memphis.  Ladies  and  gentlemen,  thank 
you  very  much  for  joining  us.  Let  us  start  with  Mr.  Sandridge. 

STATEMENT  OF  ART  SANDRIDGE,  VICE  PRESIDENT,  MAN- 
AGER, SMALL  BUSINESS  BANKING,  FIRST  TENNESSEE  BANK, 
MEMPHIS,  TENNESSEE 

Mr.  Sandridge.  Thank  you.  Mr.  Chairman,  Senator  Frist,  I  ap- 
preciate this  opportunity  to  address  you  at  this  time.  For  a  number 
of  years  banks  have  been  competing  with  non-bank  financial  insti- 
tutions for  the  deposits  of  small  businesses.  The  results  of  this  com- 
petition have  not  been  very  favorable  for  banks.  Non-bank  financial 
institutions  have  continued  to  gain  market  share  year  after  year, 
and  there  is  little  hope  for  this  to  change  in  the  near  future. 

Recently,  non-bank  financial  institutions  have  started  to  compete 
for  the  loan  business  of  these  small  business  customers.  While  it 
is  true  that  within  the  banking  industry  service  can  be  improved 
and  new  products  can  be  introduced,  there  is  a  competitive  advan- 
tage that  non-bank  financial  institutions  enjoy  over  banks.  Without 
the  cost  associated  with  regulatory  compliance,  non-bank  financial 
institutions  are  able  to  offer  the  same  loan  products  that  banks  do 
but  at  a  lower  cost. 

At  First  Tennessee  Bank,  we  spend  approximately  $10  million 
per  year  in  regulatory  compliance.  Now  granted,  not  all  of  these 
costs  are  associated  with  small  businesses.  However,  if  these  costs 
could  be  reduced,  say  by  50  percent  to  $5  million,  then  the  competi- 
tive advantage  enjoyed  by  non-bank  financial  institutions  would  be 
narrowed.  Besides  the  direct  cost  of  First  Tennessee  and  other 
banks,  small  business  customers  also  have  to  pay  for  fees  and  serv- 
ices associated  with  regulatory  compliance.  Appraisal  costs  associ- 
ated with  determining  the  value  of  real  estate,  along  with  environ- 
mental studies,  are  examples  of  some  of  the  costs  small  businesses 
pay  to  comply  with  regulatory  requirements.  Another  cost,  while 
not  direct  per  se,  is  the  opportunity  cost  entrepreneurs  have  had 
to  pay.  Certain  types  of  loans  are  now  considered  undesirable  or  a 
higher  risk  by  banks  due  to  the  environmental  liability  lenders  as- 
sume in  the  event  of  foreclosure. 

In  addition,  recently  proposed  changes  to  the  SBA  will  add  addi- 
tional costs  to  those  business  loans  receiving  an  SBA  guaranty.  Not 
only  will  fees  for  the  SBA's  7(a)  loan  program  increase,  but  the  risk 
banks  will  now  have  to  assume  will  increase  because  of  the  de- 
crease of  SBA  guarantee. 

What  is  of  particular  concern  to  me  in  the  market  that  I  serve 
are  the  changes  proposed  for  the  agency's  LowDoc  program,  or  Low 
Documentation  Program.  According  to  an  article  in  the  March  28, 
1995,  American  Banker,  "lenders  will  face  an  additional  $523  fee" 
on  these  types  of  loans.  Over  90  percent  of  the  customers  my  de- 
partment handles  have  credit  needs  of  under  $100,000.  Upon  sev- 
eral occasions,  our  bank  has  been  able  to  make  a  loan  to  a  cus- 
tomer only  because  of  the  SBA  guarantee.  This  would  cease  in 
some  cases  under  the  proposed  changes.  Profit  margins  from  these 
loans  are  not  large  enough  for  the  bank  to  absorb  the  proposed  ad- 
ditional cost.  This  leaves  the  banks  with  only  two  choices;  either 
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pass  the  increased  cost  onto  the  customer  by  increasing  fees  and/ 
or  through  interest  rate  increases,  or  cease  or  curtail  making  these 
LowDoc  loans.  Neither  of  these  is  desirable  by  the  bank. 

To  illustrate  the  effect  of  the  proposed  changes  to  the  SBA  pro- 
gram, I  would  like  to  cite  an  example  from  a  recent  applicant.  A 
small  business  owner  approached  our  bank  about  financing  the 
purchase  of  a  building  that  he  was  leasing  for  about  $600  a  month. 
Debt  service  on  our  loan  would  have  been  much  less  at  $386,  which 
was  a  definite  advantage  to  the  applicant.  This  borrower  faced  two 
problems;  the  lack  of  a  downpayment  and  little  net  worth.  The  first 
obstacle  was  overcome  through  the  assistance  from  the  City  of 
Memphis'  Revolving  Loan  Fund  Program.  The  second  obstacle  was 
addressed  by  using  the  SBA's  LowDoc  Loan  Program.  Had  the  pro- 
posed changes  been  in  place,  the  fees  and  charges  associated  with 
this  loan  would  have  been  more  than  doubled.  Now,  the  $523  addi- 
tional fee  to  be  charged  on  certain  size  loans  might  not  seem  like 
very  much  to  us,  but  for  the  small  business  owner  it  would  have 
been  more  than  one  month's  debt  service. 

For  banks  to  compete  on  the  same  level  as  non-bank  financial  in- 
stitutions and  be  able  to  serve  its  customers,  one  of  two  things 
must  happen;  either  require  the  non-banks  to  operate  under  the 
same  regulatory  constraints  that  banks  do,  or  eliminate  the  unfair 
bank  regulations  which  give  non-banks  an  advantage.  Only  the  lat- 
ter makes  sense.  It  is  important  for  government  to  remember  that 
every  regulation  has  a  price  associated  with  it,  that  eventually  the 
customer  pays  one  way  or  the  other. 

Mr.  Chairman,  Senator  Frist,  I  thank  you  for  the  opportunity  to 
give  you  my  testimony.  I  would  be  glad  now  to  entertain  any  ques- 
tions. 

Chairman  Bond.  Thank  you,  Mr.  Sandridge.  We  will  have  the 
testimony  of  the  other  witnesses  on  the  panel  first  and  then  we  will 
ask  questions  of  all  of  you  together. 

Now  I  turn  to  Ms.  Goodman. 

STATEMENT  OF  ARLENE  GOODMAN,  CHAIR,  TENNESSEE  DEL- 
EGATION TO  THE  WHITE  HOUSE  CONFERENCE  ON  SMALL 
BUSINESS;  FORMER  OWNER,  NASHVILLE  KOA 

KAMPGROUND,  NASHVILLE,  TENNESSEE 

Ms.  Goodman.  Thank  you.  Thank  you,  Mr.  Chairman,  Senator 
Frist.  And  contrary  to  what  a  lot  of  people  think,  I  really  do  not 
have  to  pay  Jack  Paris  all  that  much  to  say  those  nice  things  about 
me. 

My  name  is  Arleen  Goodman.  My  immediate  family  has  been 
malang  a  payroll  for  the  last  40  years.  My  not  so  immediate  family 
has  been  providing  jobs  since  the  year  1789  in  a  long  list  of  small 
business  ventures. 

When  I  was  invited  to  share  my  thoughts  today  on  the  subject 
of  government  burdens  on  starting  a  business,  my  mind  began  rac- 
ing back  to  the  last  20  years  of  my  business  ownership.  Several  in- 
teresting thoughts  came  to  mind.  One  was  a  comment  I  received 
while  President  of  the  National  Kampgrounds  of  America  Owners 
Association.  Myself  and  another  owner  were  discussing  the  increas- 
ing interference  in  our  ability  to  do  our  jobs  because  of  increasing 
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governmental  burdens.  When  we  finished,  she  finally  stopped  and 
remarked  to  me,  "You  know,  it  just  is  not  worth  it  anymore." 

My  next  thought  seemed  to  echo  that  sentiment,  but  part  of  me 
would  not.  Would  not  accept  the  fact  that  a  government  of  the  peo- 
ple, by  the  people,  and  for  the  people  could  not  be  controlled.  Has 
our  democracy  become  its  own  worst  enemy?  Has  our  tremendous 
economic  success  and  hunger  for  more  and  more  finally  tightened 
the  noose  around  the  necks  of  small  business  owners  like  myself 
to  the  point  that  we  are  choking?  Sadly,  yes. 

As  my  mind  raced  through  those  20  years,  I  began  to  pull  some 
thoughts  together  that  I  would  share  with  potential  new  business 
owners.  It  would  be  easy  to  mention  how  important  financing  is, 
providing  you  could  get  an  attractive  interest  rate.  It  would  be  easy 
to  say  how  important  it  was  to  hire  the  right  person  for  the  right 
job,  providing  you  were  legally  able  to  ask  if  they  could  physically 
handle  the  job  responsibilities.  It  would  be  easy  to  say  how  impor- 
tant it  was  to  set  goals  £ind  focus  on  the  future,  providing  you  had 
enough  energy  left  after  endless  days  and  burning  the  midnight  oil 
late  into  the  night.  And  how  important  it  was  to  reinvest  your  prof- 
its until  the  company  became  stable,  providing  there  was  anything 
left  after  taxes.  But  the  most  important  piece  of  information  I 
would  give  to  them  would  be  this:  Get  to  know  your  largest  silent 
partner  well:  Uncle  Sam,  because  he  is  most  interested  in  your  suc- 
cess. 

During  my  career,  I  bought  three  companies  and  began  two  oth- 
ers. I  sold  these  the  first  of  this  year  to  a  large  corporation,  some- 
one with  deeper  pockets  than  myself,  someone  able  to  withstand 
better  than  myself  another  mandate,  another  tax  increase,  another 
set  of  rules  and  regulations  from  EPA,  OSHA,  ADA  and  the  IRS. 

The  obvious  hit  me  about  18  months  ago.  After  working  longer 
and  harder  hours  and  seeing  no  light  at  the  end  of  the  tunnel,  after 
cutting  back  my  staff  30  percent  and  continuing  to  watch  profits 
decrease,  I  decided  to  hire  a  general  manager  to  take  the  daily 
operational  responsibilities  off  of  myself  and  allow  me  to  con- 
centrate on  growing  my  business  instead  of  just  responding  to  each 
day's  activities.  I  had  lost  my  focus  for  the  future. 

I  moved  my  office  from  our  main  administrative  building  to  a 
mobile  home,  a  large  one,  located  on  the  property.  After  the  move 
was  complete,  I  walked  to  the  door  one  afternoon  and  stopped.  It 
hit  me  then  right  out  of  the  blue.  As  I  looked  around  the  mobile 
home  and  counted  the  massive  files,  the  computers,  the  stacks  of 
paperwork,  I  realized  I  was  finally  really  working  for  the  govern- 
ment. I  no  longer  felt  self-employed.  The  large  majority  of  informa- 
tion in  that  mobile  home  was  paperwork,  files,  rules  and  regula- 
tions that  my  silent  partner  required  of  me.  It  had  little  to  do  with 
my  ability  to  make  a  profit  and  continuing  offering  jobs.  It  seemed 
that  every  minute  I  thought  I  could  free  up  by  hiring  that  general 
manager  was  fast  being  consumed  by  yet  more  and  more  govern- 
ment. 

While  this  hearing  focuses  today  on  the  federal  government,  we 
should  not  forget  that  state  and  local  governments  learn  from  the 
federal  examples.  Yes,  the  federal  government  is  a  problem  for 
business  owners,  but  it  is  not  the  only  governmental  branch  we  are 
required  to  live  with  on  a  daily  basis. 
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So,  now  that  I  have  gone  from  a  staff  of  70  to  a  staff  of  2,  myself 
and  one  other,  am  I  sorry?  No.  But  then  again,  yes.  I  calculated 
that  my  silent  partner,  Uncle  Sam,  has  now  made  1,000  percent 
more  than  I  ever  did  in  our  business  ventures,  and  he  never  signed 
a  bank  note  with  me;  he  never  paid  the  first  bill;  and  he  never  laid 
awake  at  night  worrying  about  the  liability  of  it  all.  And  since  I 
stand  to  pass  from  this  earth  sooner  than  he,  I  will  have  to  give 
him  another  55  percent  of  whatever  is  left  over. 

Looking  back  over  those  years,  I  felt  good  signing  paychecks.  I 
felt  good  knowing  I  was  giving  families  opportunities  to  prosper, 
and  I  felt  good  watching  young  people  grow  in  their  first  real  jobs, 
and  I  felt  good  knowing  my  senior  citizen  part-timers  were  happy 
to  be  staying  active.  I  felt  good  reading  the  letters  from  satisfied 
customers  who  could  not  wait  to  get  back  home  and  tell  their 
friends  about  what  a  great  facility  I  had.  And  I  felt  good  looking 
out  of  my  office  window  over  26  acres  of  happy  campers.  I  felt  great 
knowing  that  as  a  woman  I  had  broken  through  the  glass  ceiling 
by  having  my  own  personal  business.  It  felt  great  signing  on  that 
dotted  line  and  turning  the  keys  over  to  a  large  corporation. 

While  this  may  appear  to  be  a  very  broad  statement,  the  greatest 
single  contributing  factor  to  that  decision  to  sell  was  the  growth  of 
governmental  burdens  over  those  20  years.  Frankly,  I  became  un- 
willing to  risk  everything  I  owned  on  a  daily  basis.  I  became  un- 
willing to  risk  frivolous  lawsuits  just  because  1,500  people  daily 
ate,  slept  and  had  fun  on  property  I  owned.  I  became  unwilling  to 
reinvest  in  my  business  when  the  depreciation  schedules  went  to 
39  and  one-half  years.  I  became  unwilling  to  continue  to  own  land 
which  might  be  subjected  to  more  EPA  rules  and  regulations.  And 
I  became  unwilling  to  leave  staff  positions  open  for  months  on  end 
because  our  welfare  system  offered  people  more  not  to  work  than 
I  could  offer  them  to  work.  I  became  unwilling  to  continue  to  sign 
tax  returns  that  had  long  gone  past  the  point  that  I  could  under- 
stand them.  And  I  became  unwilling  to  listen  to  media  messages 
criticize  me  daily  because  somehow  I  must  be  taking  advantage  of 
the  disadvantaged,  unfairly  profiteering,  and  paying  too  few  taxes 
just  because  I  called  myself  a  business  owner.  Just  once,  I  would 
have  appreciated  a  pat  on  the  back  for  surviving  for  20  years  and 
providing  over  1,000  jobs  to  Tennesseans. 

As  I  finish  thinking  about  the  20  years,  my  statement  regarding 
government  burdens  on  starting  a  business  is  simple.  They  are  the 
same  burdens  we  face  daily  to  stay  in  business.  Ninety  percent  of 
Tennesseans  work  for  companies  who  employ  fewer  than  20  people. 

One  of  the  Tennessee  delegates  to  the  White  House  Conference 
on  Small  Business  told  me  this  at  our  last  meeting:  The  difference 
between  a  small  business  and  a  large  business  is  that  you  are  al- 
ways a  lot  closer  to  the  bottom  line  and  a  lot  closer  to  going  broke 
in  a  small  business.  Our  country  was  founded  by  risk  takers,  which 
is  an  undeniable  necessary  quality  for  small  business  ownership. 
As  a  nation,  we  cannot  afford  to  tighten  the  noose,  and  cut  off  the 
air  supply  for  our  single  greatest  job  creating  machine.  It  is  time 
we  get  our  feet  off  that  oxygen  hose  and  allow  small  business  men 
and  women  to  breathe  again. 

While  thinking  over  the  comments  for  this  hearing,  I  thought 
about  how  negative  all  this  might  sound.  However,  these  comments 
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are  not  really  negativism.  They  are  just  a  good  dose  of  reality.  Our 
problems  in  the  world  of  small  business  are  very  real  and  our  solu- 
tions will  have  to  be  serious  solutions. 

Having  never  been  one  to  talk  only  of  problems,  may  I  offer  some 
consideration  for  solutions?  First,  it  is  time  we  run  our  government 
like  we  run  our  businesses,  with  all  the  same  rules  and  regulations 
as  well  as  bottom  line  accountability.  Secondly,  regardless  of  party 
affiliation,  I  will  state  that  the  Republican  Contract  for  America 
has  many  ideas  for  loosening  the  noose.  And  lastly,  as  a  long-time 
member  of  the  National  Federation  of  Independent  Business,  there 
is  no  single  greater  contributor  to  my  ability  over  those  20  years 
to  keep  my  doors  open  than  that  one  organization.  I  encourage  any 
congressional  leader  interested  in  small  business  survival  to  listen 
carefully  when  an  NFIB  staff  member  walks  through  their  door, 
because  that  individual  is  truly  the  voice  for  working  America. 

Thank  you.  Senator.  Thank  you,  Mr.  Chairman. 

Chairman  Bond.  Thank  you  very  much,  Ms.  Goodman.  Now,  we 
will  turn  to  Mr.  Carter. 

STATEMENT  OF  PATRICK  H.  CARTER,  JR.,  PRESIDENT, 
OLYMPIC  STAFFING,  INC.,  MEMPHIS,  TENNESSEE 

Mr.  Carter.  Thank  you.  I  am  Patrick  Carter,  and  I  would  like 
to  thank  Chairman  Bond  and  my  Senator  William  Frist  for  bring- 
ing government  to  the  people.  I  am  happy  to  be  here  with  you 
today  to  share  some  of  my  business  experiences  of  owning  an  auto- 
mobile dealership,  a  temporary  employment  company,  and  many 
other  small  businesses.  I  have  served  on  many  boards,  including 
the  Chamber  of  Commerce,  Leadership  Memphis,  Boy  Scouts, 
Memphis  in  May,  the  Pyramid  Building  Authority,  the  Memphis 
Symphony,  and  so  on. 

I  am  here  to  talk  about  the  fact  that  I  started  business  in  1967, 
and  I  ran  several  service  stations  for  the  EXXON  company,  three 
car  washes,  seven  service  stations,  and  employed  approximately  50 
people.  From  there  I  moved  on  to  the  General  Motors  Institute 
where  I  spent  two  years  at  General  Motor  Institute  trying  to  learn 
the  automobile  business.  After  two  years  there,  I  spent  time  in  the 
other  business  learning  and  working  in  every  department  in  an 
automobile  dealership. 

From  1981  until  1989  I  had  a  Pontiac  franchise  here  in  the  City 
of  Memphis,  employing  approximately  90  people,  selling  approxi- 
mately 2,000  automobiles  per  year.  During  those  years  we  did  ap- 
proximately $25  to  $30  million  a  year,  and  I  was  selected  as  one 
of  the  outstanding  black  automobile  people  in  the  country  and 
served  as  President  of  the  local  Automobile  Dealers  Association. 

I  think  the  real  problem  in  business  in  getting  started  is  capital, 
capital,  capital.  If  you  have  capital,  the  problem  is  trying  to  get 
someone  to  loan  you  some  money  on  whatever  it  is  that  you  have. 
And  I  do  not  think  there  are  enough  sources  and  other  things  alike 
to  help  you  get  into  business. 

I  think  that  once  you  are  in  business,  I  echo  what  the  other  pan- 
elists have  said,  the  problem  of  taxes,  Workman's  Comp.  Work- 
man's Comp,  and  especially  in  the  employment  business,  there  are 
over  600  classes  of  jobs  that  are  regulated,  and  it  is  really  not  prof- 
itable in  some  areas  to  even  accept  the  job,  because  if  you  do,  you 
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will  lose  money  just  doing  the  work.  So  you  have  got  to  tell  some 
of  your  potential  clients  that  you  really  do  not  want  to  get  into 
that.  An  example  would  be  tree  trimming.  Tree  trimming,  the  rate 
is  so  high  that  the  client  would  have  to  pay  you  an  excessive 
amount  of  money  just  to  attract  somebody  to  do  that  kind  of  work. 

I  think  as  a  small  business  owner  I  am  faced  with  a  high  pre- 
mium. I  am  also  faced  with  the  fact  that  if  I  am  not  competitive 
as  a  small  business  with  some  of  the  larger  companies  like  Norrell, 
Olsten,  and  Kelly  and  alike,  that  I  cannot  leverage  my  insurance 
and  my  taxes  as  they  can.  I  am  not  self-insured  so  I  have  to  go  out 
and  fmd  somebody  to  cover  that  for  me.  I  think  that  should  be 
looked  into,  and  I  think  there  should  be  some  possibilities  of  a  pool, 
where  small  businesses  can  join  that  pool  and  leverage  their  risk 
just  as  Federal  Express  or  just  as  any  other  large  company. 

I  am  also  interested  not  only  in  these  businesses,  but  I  am  inter- 
ested in  the  new  businesses  that  are  coming  forth,  the  super  high- 
way in  communication,  the  health  care.  And  I  do  not  think  as  a 
business  potential  I  stand  a  chance  competing  with  some  of  the 
larger  companies,  so  I  think  there  should  be  something  looked  at 
in  terms  of  how  you  break  these  things  up  in  such  a  way  that  a 
small  business  person  can  compete. 

I  know  the  federal  government  has  a  lot  of  things  that  it  can  do. 
I  am  not  suggesting  that  the  federal  government  get  into  business 
with  me.  I  think  the  federal  government  is  already  in  business  too 
much  with  me.  What  I  am  suggesting  is  that  the  federal  govern- 
ment steer  and  enable  some  of  the  things  to  happen  that  will  make 
it  much  better,  and  I  think  the  federal  government  should  be  user 
friendly  rather  than  hindering  what  I  am  trying  to  do. 

I  think  that  there  are  opportunities  in  the  transfer  of  technology 
where  there  are  billions  of  dollars  already  spent  by  the  federal  gov- 
ernment. And  I  do  not  hear  anybody  saying  anything  about  how  do 
I  go  into  some  of  these  universities  and  some  of  these  labs  and 
bring  some  of  that  information  out  and  start  my  own  business,  get 
things  patented  and  not  have  to  worry  about  things  like  that.  I 
would  like  to  see,  Mr.  Chairman,  here  in  the  City  of  Memphis  some 
kind  of  transfer  of  technology  conference.  And  I  think  there  are  just 
thousands  of  people  out  there  like  me,  eager  to  start  their  own 
business,  but  they  do  not  know  where  to  start.  I  think  this  could 
be  a  start  for  some  of  them,  to  get  some  of  this  information  and 
to  put  it  to  work. 

I  know  we  are  not  here  to  talk  about  affirmative  action,  but  I 
never  would  have  been  an  automobile  dealer  without  affirmative 
action.  I  just  think  that  the  8(a)  Set-Aside  Program  may  need  to 
be  replaced  with  level  playing  fields.  I  have  never  participated  in 
8(a)  and,  I  do  not  believe  in  it,  but  I  think  if  I  am  given  a  level 
playing  field,  I  can  compete  with  anybody.  I  just  do  not  think  Gen- 
eral Motors  or  any  of  the  other  people  that  we  have  talked  about 
would  give  me  an  opportunity  without  some  kind  of  incentive. 

So,  I  want  to  remind  you  that  I  am  not  just  a  voter.  I'm  a  work- 
er. I  am  eager  to  help  you  in  any  way  that  I  possibly  can.  Again, 
thank  you  for  the  opportunity  to  speak  to  you  today. 

[The  prepared  statement  of  Mr.  Carter  follows:] 
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PATRICK  H.  CARTER,  PRESIDENT 
OLYMPIC  STAFFING,  INC. 


I  would  like  to  thank  Chairman  Christopher  S.  Bond  and  my  Senator  William  Frist  for 
bringing  the  government  to  the  people.    I  am  happy  to  be  with  you  today  and  share  my 
business  experiences  in  owning  an  automobile  dealership  and  a  temporary  employment 
company. 

I  have  served  on  many  boards:  Chamber  of  Commerce,  Leadership  Memphis,  Boy 
Scouts.  Memphis  In  May,  Pyramid  Building  Authority,  and  the  Memphis  Symphony.    I 
presently  serve  as  an  advisor  to  the  University  of  Memphis  School  of  Business. 

My  business  experience  starred  with  Exxon  from  1 967  to  1 972  as  manager  of  7 
service  stations,  3  car  washes  and  managing  50  people.    From  1972  to  1974  I  worked  in  the 
General  Motors  Dealer  Development  program  working  in  dealerships  across  the  country  to 
learn  the  car  business.    In  March  1981  I  was  awarded  a  Pontiac  franchise  in  Memphis, 
Tennessee  as  the  first  black  automobile  dealership.    We  sold  2,000  vehicles  annually,  serviced 
cars,  performed  body  work,  and  sold  rental  vehicles.    This  business  employed  90  people  and 
grossed  $25-30  million  annually.    From  1985  to  1989  I  was  ranked  as  one  of  the  top  100 
black  businesses  in  the  United  States  by  Black  Enterprise  magazine.    I  served  as  president  of 
the  local  automobile  association  and  as  secretary  of  the  minority  national  board. 

There  are  approximately  600  classes  of  business  for  WC  insurance.    It  is  the  business 
that  is  classified  and  not  the  type  work  performed  by  each  worker.    Because  clerical  and 
outside  salesmen  are  common  to  so  many  business  these  worker  are  assigned  to  all  business. 
Construction  businesses  are  classified  according  to  the  type  of  work  done  i.e.  wiring, 
carpentry,  etc. 

Premiums  and  losses  are  gathered  on  each  policy  and  combined  to  produce  an 
indicated  rate  change  for  the  entire  state.    The  base  rates  apply  statewide.    The  rates  are 
weighted  among  3  industry  groups  and  the  600  classes  develop  the  base  rate  for  each  class. 
The  same  base  rate  is  used  for  all  risks  regardless  of  size  or  location.    Once  the  annual 
premium  for  risk  reaches  $4,500  an  Experience  Modification  Factor  is  computed.    This 
process  compares  the  risks  actual  losses  with  the  expected  losses  for  the  risk.    The  process 
basically  compares  the  individual  risk  with  all  other  risks  of  the  same  classification.    Based  on 
the  individual's  experience  they  will  pay  more  or  less  than  the  base  rate. 

In  summary  an  individual  business  WC  premium  is  based  on  the  type  of  business  and 
thus  the  classification,  each  class  has  a  base  rate  which  is  multiplied  by  the  experience 
modification  factor.    The  modified  rate  applies  per  $100  of  payroll. 

As  a  small  business  owner,  I  am  faced  with  high  WC  premiums  and  can  not  accept 
some  jobs  because  the  amount  the  client  pays  is  not  enough  to  cover  the  rates.    Maybe  small 
businesses  could  join  a  pool  or  some  other  means  to  offset  the  rising  cost. 

I  know  there  is  strong  talk  about  affirmative  action  and  go\ernment  contracts.    1  would 
never  have  the  opportunity  to  become  an  automobile  dealer  without  affirmative  action, 
because  the  only  General  Motors  school  was  Father  and  Son  oriented.    I  attended  General 
Motors  Institute  for  2  years  through  Dealer  Development  Training  and  I  am  grateful.    I  have 
never  had  any  desire  for  8(a)  set-asides  and  1  think  it  should  go  away. 

The  Federal  Government  burdens  that  resirici  the  formation  and  growth  of  small 
businesses  start  with  a  government  that  is  not  user-friendly.    Example;  If  I  had  an  idea  about 
starting  a  company  utilizing  some  technology  that  was  discovered  at  a  research  center  while 
making  bombs  during  the  cold  war,  how  would  I  because  this  information  and  at  what  cost? 

The  transfer  of  technology  is  a  big  secret  to  most  voters  who  may  be  interested  in 
some  form  of  commercialization.    What  I  am  trying  to  say  is  the  government  spent  billions  of 
dollars  earlier,  so  why  can't  we  use  what  we  learned  from  those  institutions  all  over  the 
country. 

I  want  to  remind  you  that  1  am  not  just  a  voter,  1  am  a  worker  and  eager  to  help  you 
in  any  way  that  I  possibly  can.    Again,  thank  you  for  ihe  opportunity  to  speak  before  you 
today. 
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Chairman  Bond.  Thank  you  very  much,  Mr.  Carter.  I  could  have 
about  a  half  hour  discussion  with  each  one  of  you.  You  have  raised 
so  many  things  that  we  are  really  working  on. 

Let  me  turn  first  to  Mr.  Sandridge  and  let  me  ask  the  first  ques- 
tion. You  talked  about  the  unfair  regulatory  burdens  on  banks. 
Well,  this  was  one  of  the  first  things  that  we  did  on  our  Task  Force 
on  Regulatory  Relief.  We  identified  the  Community  Reinvestment 
Act  and  Truth  in  Lending  as  the  two  major  areas.  But  we  also  have 
worked  with  Senators  Shelby  and  Mack  to  introduce  what  we  hope 
will  be  a  comprehensive  regulatory  reform  measure  in  the  Banking 
Committee.  What  items — give  me  the  worst  three.  Where  are  we  to 
focus  our  attention?  Or  you  can  make  it  four  or  two  if  you  want. 

Mr.  Sandridge.  Well,  Mr.  Chairman,  I  think  from  a  small  busi- 
ness standpoint,  probably  the  most,  or  number  one,  area  deals  with 
environmental  issues. 

Chairman  BOND.  Lender  liability? 

Mr.  Sandridge.  Lender  liability  from  a  lender's  standpoint.  But 
the  issue  not  only  affects  us,  but  also  the  small  businesses  in  added 
costs  and  expenses. 

Chairman  BOND.  It  hits  the  center  cities  probably  worst  of  all 
where  you  have  the  Brownfield  sites,  and  this  is  a  particular  prob- 
lem. 

Mr.  Sandridge.  That,  and  the  issue  comes  into  play  with  small 
businesses  also  in  the  environmental  studies  that  have  to  be  done. 
Just  a  Phase  I  study,  which  is  just  a  walk-through  to  determine  if 
there  is  any  potential  type  of  environmental  issues  that  need  to  be 
addressed,  in  our  state — I  was  talking  with  someone  yesterday — it 
can  range  from  $1,200  to  $2,800  just  for  the  walk  through.  The  ex- 
pense can  go  up  if  additional  steps  are  required.  That  charge  goes 
to  the  customer  before  we  are  even  able  to  make  a  decision  on  lend- 
ing. There  are  a  lot  of  types  of  industries,  small  businesses  that  we 
look  at  with  much  more  caution  today — convenience  stores,  gas  sta- 
tions, dry  cleaning  establishments,  pest  control  companies. 

So,  I  think  probably  the  primary  issue  is  that  of  environmental 
protection  or  the  lender  liability  that  we  assume  as  lenders  lending 
to  those  types  of  businesses. 

Chairman  BOND.  What  would  rank  next? 

Mr.  Sandridge.  I  think 

Chairman  BOND.  Just  give  me  a  couple  of  examples  to  make  sure 
that  we 

Mr.  Sandridge.  One  of  the  other  issues  is,  I  feel,  that  of  the 
shifting  prevailing  wind  that  comes  out  from  the  regulatory  agen- 
cies. Not  long  ago  there  was  the  term  that  was  coined  "performing 
non-performing  loans."  These  were  loans  which  were  made  under 
one  set  of  rules  that  are  performing  under  those  set  of  rules  and 
considered  acceptable  credits,  then  as  a  result  of  somebody  waking 
up  one  morning  and  deciding  to  change  the  rules,  regulators  came 
in  and  classified  or  criticized  those  types  of  loans.  This  primarily 
hit  upon  the  real  estate  market.  And  as  a  result,  lending  to  the 
real  estate  industry  dried  up.  This  was  reported  on  quite  exten- 
sively in  the  press. 

So,  I  think  that  how  the  regulatory  agencies  respond  to  issues 
and  administer  their  responsibilities  can  be  a  great  challenge  to  us. 
Because  as  a  result  of  the  example  cited  above,  a  great  many  more 
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real  estate  policies  have  been  implemented.  One  of  the  biggest  ef- 
fects it  has  had  on  the  industry  is  that  of  the  increased  cost  of  and 
frequency  of  real  estate  appraisals.  This  cost  can  be  very  high  de- 
pending on  the  detail  required. 

Chairman  Bond.  Okay.  Let  me  ask  you.  It  is  sort  of  a  broad  re- 
quest. We  were  talking  generally  about  regulatory  relief,  but  it  is 
important  for  us  to  talk  about  the  budget  for  the  SBA.  You  men- 
tioned the  LowDoc  Loan.  The  administration  has  proposed  to  in- 
crease fees  for  7(a)  loans.  That  is  a  basic  business  loan.  The 
LowDoc  Loan  is  a  loan  under  $100,000,  very  little  documentation. 
I  happen  to  think  that  one  of  the  ways  we  ought  to  be  going  is  to 
allow  the  banks,  the  other  lending  institutions  to  make  their  credit 
judgments  and  not  put  a  lot  of  paperwork  on  them,  but  at  the  same 
time,  make  sure  that  they  bear  a  significant  enough  risk  so  that 
they  are  going  to  make  a  good  credit  judgment. 

You  have  said  the  $523  fee  that  was  proposed  would  not  knock 
your  customers  out  of  LowDoc  area.  We  are  going  to  have  cut  at 
a  minimum  about  $200  million  out  of  about  an  $800  million  Small 
Business  Administration  budget.  The  Administration  has  proposed 
raising  the  fees,  keeping  the  programs,  but  raising  the  fees  as  one 
means  of  doing  that.  We  are  going  to  be  holding  hearings  later  this 
month  in  Washington  on  whether  that  is  the  best  way  to  go.  I  was 
surprised  yesterday  in  St.  Louis  when  a  number  of  small  business 
advocates  said,  "So  long  as  you  keep  the  program,  we  do  not  mind 
a  little  more  fees  because  the  alternative  for  many  of  these  people 
is  taking  out  a  credit  card  and  getting  the  money  from  a  credit  card 
where  the  fees  are  much  higher.  If  they  can  get  it  from  the  bank 
with  a  fee,  they  take  that." 

Where  do  you  see  we  can  save  money,  reduce  the  burden  on  the 
government's  budget  and  still  make  critically  necessary  financing 
available  for  small  businesses  that  would  not  be  available  in  a  pri- 
vate sector  without  the  SBA? 

Mr.  Sandridge.  Well,  Mr.  Chairman,  the  reason  I  made  that 
comment  in  my  testimony  was  just  to  emphasize  that  every  deci- 
sion that  Congress  makes  does  affect  small  businesses  and  true 
that  there  is  a  need  to  reduce  the  budget  and  bring  things  in  line. 
And  I  think  that  what  will  occur  is,  as  you  said,  there  will  be  a 
number  of  individuals  that  will  still  be  able  to  pay.  There  will  be 
probably  a  small  number  of  individuals  that  will  not  be  able  to  fit 
into  that  that  might  be  knocked  out.  The  issue  is,  as  Mr.  Carter 
mentioned,  how  do  we  provide  capital  to  businesses? 

The  SBA  LowDoc  Program  is  an  excellent  way.  I  know  that  here 
at  the  end  of  this  month,  we  will  have  made  three  additional  loans 
that  we  would  have  never  made  without  that  LowDoc  Program. 
The  City  of  Memphis  has  a  program  that  has  been  very  good  where 
they  have  a  revolving  loan  fund  that  is  available  to  be  used  to  pro- 
vide down  payment  assistance  for  businesses  as  they  purchase 
equipment  or  purchase  other  businesses. 

So,  the  issue  is  capital.  The  answer,  Mr.  Chairman,  I  really  do 
not  have.  I  don't  know  if  there  is  one  best  way  to  address  this 
issue.  But  I  notice  a  number  of  banks  have  formed,  what  is  called, 
community  development  banks  to  provide  special  type  assistance 
that  is  outside  of  the  normal  banking  structure.  I  think  this  is  a 
good  avenue  to  pursue.  It  is  a  challenge  there  because  there  are  a 
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lot  of  good  individuals  that  have  good  business  ideas  and  sense  but 
are  just  missing  the  assets  and  the  capital  to  get  started. 

Chairman  Bond.  Let  me  turn  to  Ms.  Goodman.  In  your  role  on 
the  White  House  Conference,  you  have  probably  had  an  oppor- 
tunity to  discuss  some  of  the  proposals  for  changing  the  loan  pro- 
grams, of  how  we  continue,  and  whether  we  continue,  to  make  fi- 
nancing available  through  the  SBA.  What  would  be  your  guidance 
to  us  if  we  have  to  cut  $200  million  or  about  a  quarter  out  of  the 
SBA  budget?  Is  it  better  to  raise  fees,  to  cut  out  activities,  to  cut 
back  on  guarantee  levels?  What  would  you  suggest  is  the  most  im- 
portant way  we  can  make  capital  available  for  small  business,  yet 
achieve  the  deficit  reduction  we  need? 

Ms.  Goodman.  We  have  had  very  little  conversation  about  that 
in  the  Tennessee  delegation.  The  comments  that  have  been  made 
were  a  concern  that  they  could  not  borrow  enough  from  the  SBA. 

Chairman  BOND.  The  $500,000  limit. 

Ms.  Goodman.  Right,  was  too  low. 

Chairman  BOND.  I  think  one  thing  we  should  do  is  raise  that 
cap,  but  we  are  still  looking  at  the  budget  problems  that  we  incur. 

Ms.  Goodman.  And  the  statement  about  fees  being  increased, 
that  did  not  even  seem  to  be  an  issue.  They  just  need  the  money 
in  order  to  get  into  these  businesses  and  become  a  success. 

Chairman  Bond.  I  know  our  small  business  White  House  Con- 
ference group  in  Missouri  is  involved  in  a  knock-down  drag  out  bat- 
tle over  that  financing  issue,  so  I  would  appreciate  it  if  you  can  get 
that  kind  of  discussion  started  and  perhaps  share  with  Senator 
Frist  the  guidance  and  judgment  that  come  from  your  group.  We 
have  got  some  budget  realities.  We  have  got  a  number  of  ways  to 
go,  and  this  is  kind  of  inside  baseball.  To  all  of  the  people  that  de- 
pend on  the  SBA  for  financing,  though,  it  is  the  whole  game. 

Ms.  Goodman.  It  is  the  whole  game,  and  I  will  be  happy  to  bring 
that  up.  The  regional  meeting  will  be  held  this  next  Tuesday  in  At- 
lanta which  will  involve  all  the  states  in  the  southeast  region.  It 
will  be  a  good  forum  for  discussing  that. 

Chairman  Bond.  Great.  Well,  we  will  look  forward  to  hearing 
your  guidance  on  it.  You  have  mentioned  in  your  testimony  a  cou- 
ple of  areas  where  the  federal  government  was  driving  you  nuts  in 
your  own  particular  business.  If  you  had  to  give  us  the  top  three, 
what  areas  should  we  go  back  and  look  at,  either  specific  regu- 
latory provisions  or  general  agency  activities?  Where  are  we  to 
focus  our  oversight? 

Ms.  GrOODMAN.  Well,  having  just  sold  26  acres  of  property  that 
went  through  a  Phase  I  and  Phase  II  environmental  study  to  the 
point  that  four  days  before  the  contract  was  going  to  be  signed,  I 
called  the  whole  deal  off  because  I  was  going  to  have  to  share  the 
liability  for  the  next  20  or  30  years  on  this  stuff.  And  my  statement 
to  this  large  corporation  was,  "You  know,  if  I  have  worried  about 
this  every  night  for  the  last  20  years  and  I  am  going  to  have  to 
worry  about  it  the  next  20,  I  am  going  to  keep  it."  Those  kind  of 
rules  and  regulations  of  trying  to  get  rid  of  a  property,  this 
stuff 

Chairman  Bond.  Superfund  essentially- 


Ms.  Goodman.  Yeah,  and  it  was  a  campground.  I  mean,  nobody 
ever  died  from  camping,  you  know.  I  have  had  threats  of  suits  be- 
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cause  of — you  go  back  to  lawsuits.  I  had  one  lady  who  wanted  to 
sue  me  because  she  stepped  out  of  motor  home  and  the  land  was 
not  level.  Well  God  made  it  that  way,  not  me.  And  we  think  these 
things  are  humorous,  but  you  live  with  them  daily. 

And  then  above  all — and  here  we  are  at  tax  time — when  you  put 
in  the  kind  of  hours  that  you  do  to  run  a  small  business  and  you 
are  there  from  can  till  can't,  if  somebody  does  not  show  up,  there 
is  no  pull.  They  say  money  does  not  grow  on  trees.  Well,  neither 
do  employees.  So,  you  are  in  there  having  to  do  the  job  yourself. 
You  start  filling  out  those  tax  returns  and  you  realize  you  have 
worked  all  year  long  and  your  silent  partner  has  made  more  than 
you  did.  Plus,  if  you  try  to  put  any  money  back  into  it,  you  have 
to  wait  40  years  for  a  return  on  your  investment.  We  pay  as  we 
go  along.  We  are  on  the  pay  as  you  go  program.  You  pay  if  you  are 
making  money,  and  then  if  you  put  all  that  money  back  in  there 
and  you  are  able  to  grow  that  business  even  more,  you  are  going 
to  pay  again.  And  frankly,  I  am  just  tired  of  paying. 

Chairman  Bond.  Mr.  Carter,  you  raised  so  many  interesting 
questions  as  to  getting  access  to  capital.  I,  like  you,  agree  very 
strongly  in  afTirmative  action.  I  think  that  we  have  made  some 
progress.  We  have  not  made  enough.  I  am  concerned  about,  and  I 
think  there  is  a  lot  of  concern,  about  some  of  the  provisions  in  the 
8(a)  Loan  Program.  How  would  you  change  that  program?  Do  you 
support  the  program  as  it  is?  This  is  the  set-aside  program  for  gov- 
ernment contracts  for  socially  and  economically  disadvantaged  peo- 
ple. We  had  a  big  hearing  on  this  a  couple  of  weeks  ago.  I  would 
appreciate  your  thoughts  on  it. 

Mr.  Carter.  Well,  as  I  indicated,  I  have  never  pursued  an  oppor- 
tunity in  that  arena.  But,  my  experience  from  visiting  with  people 
that  are  familiar  with  it  is  that  it  is  so  much  concentration  on  the 
set-aside  that  these  businesses  cannot  progress  seemingly  beyond 
that  point.  I  am  saying  that  it  is  probably  better  not  to  have  a  set- 
aside  but  to  have  some  other  incentives  so  that  you  can  grow  and 
compete.  I  think  that  at  some  point  the  people  in  the  set-aside, 
when  they  come  out,  I  am  not  so  sure  they  are  able  to  compete  as 
they  should  based  on  the  level  of  comfort  zone  while  they  are  in 
that  situation. 

Chairman  BOND.  Well,  that  is  one  of  the  things  we  have  heard, 
and  we  have  heard  other  testimony  that  the  specialized  small  busi- 
ness investment  companies  or  the  community  development  banks 
can  provide  more  effective  assistance  to  getting  economically  and 
socially  disadvantaged  people  into  the  mainstream.  One  of  the 
ideas  that  was  raised  at  our  8(a)  hearing  was  to  require  that  any 
8(a)  contracts  that  were  set-aside  actually  be  performed  in  areas 
where  there  would  be  significant  employment  benefits.  In  other 
words,  either  central  city  areas  of  high  unemployment  or  even 
rural  areas  of  high  unemplo3rment  and  social  disadvantage.  Would 
that  help  the  program  to  any  extent  in  your  view? 

Mr.  Carter.  Mr.  Chairman,  I  think  that  I  can  compete  with  any- 
body anjrwhere.  But,  I  think  I  could  do  it  better,  as  I  indicated  ear- 
lier, if  it  was  broken  up  in  such  a  pie  that  I  could  actually  eat.  I 
think  in  most  cases  with  the  8(a)  set-aside,  you  may  have  some- 
thing that  you  are  just  competing  based  on  that  alone.  I  think 
there  is  a  stigma  there.  There  is  both  the  person  with  it  and  the 
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person  with  the  desire  to  get  it.  But,  if  you  had  those  things  broken 
up  into  smaller — an  example:  If  the  federal  government  is  buying 
gasoline,  and  the  smallest  amount  of  gasoline  that  you  are  going 
to  buy  is  3,000,000  gallons  at  a  time,  I  think  if  you  broke  it  up 
where  there  was  a  100,000  gallons  that  you  would  purchase,  then 
I  could  compete  with  the  Exxons  or  whomever.  So,  I  am  saying  that 
rather  than  setting  it  aside,  why  not  have  it  in  such  a  quantity 
that  the  smaller  business  person  can  participate  with  it. 

Chairman  Bond.  Well,  Mr.  Carter,  those  are  very  good  sugges- 
tions, and  I  apologize  for  running  over  my  time.  But  I  turn  now  to 
Senator  Frist. 

Senator  Frist.  Thank  you,  Mr.  Chairman.  Ms.  Goodman,  your 
testimony  is  to  the  point  and  striking  and  it  is  a  message  that 
needs  to  be  heard  broadly.  I  was  struck  by  the  aspect  of  your  testi- 
mony of  where  you  expressed  your  satisfaction  and  excitement  over 
when  you  said  as  a  woman  you  found  your  way  around  the  glass 
ceiling  through  personal  business  ownership.  Do  you  think  we 
should  be  doing  more  or  less  based  on  your  experience  in  terms  of 
possibly  set-aside  programs  for  women,  for  other  disadvantaged 
businesses?  Should  we  be  doing  more  and  doing  less  in  that?  Just 
explain  a  little  bit  of  the  statements  from  before. 

Ms.  Goodman.  I  think,  if  I  am  understanding  Mr.  Carter  cor- 
rectly, I  am  going  to  echo  his  viewpoint.  I  can  compete  with  any- 
body, any  where,  any  time.  Leveling  the  playing  field,  to  me,  is  not 
saying,  "You  need  this  opportunity  because  you  wear  a  skirt."  I 
need  that  opportunity  because  I  can  do  the  job  better  than  some- 
body else. 

Women  need  to  be  educated.  A  lot  of  that  we  can  do  ourselves. 
We  traditionally  accept  jobs  that  pay  72  percent  of  whatever  our 
male  counterparts  make.  We  traditionally  do  not  understand  that 
women  need  credit  in  their  own  names.  We  have  a  complex  role  to 
play  in  the  business  world  because  it  is  only  one  of  probably  three 
important  roles:  Being  a  mother,  if  you  are  a  partner  in  a  mar- 
riage, or  if  you  are  a  partner  in  a  business.  You  still  have  all  three 
of  those  to  do. 

Senator  Frist.  And  does  the  federal  government  have  a  role  of 
the  leveling  of  the  playing  field  beyond  that,  looking  at  the  wom- 
en's issues,  for  me,  a  new  United  States  Senator  with  the  oppor- 
tunity to  move  things  around? 

Ms.  Goodman.  My  personal  answer  is  no.  I  think  we  have  got 
enough  government.  What  we  do  need  are  maybe  new  ways  of  look- 
ing at  old  things;  Breaking  those  barriers  down  where  women  busi- 
ness owners,  small  business  owners,  men  business  owners,  regard- 
less of  color,  race,  creed,  can  just  compete  for  a  piece  of  that  pie. 
That  is  all  we  need. 

And  I  would  like  to  share  a  comment  with  you  that  was  made 
during  a  discussion  with  the  Tennessee  delegation,  and  maybe  that 
will  put  this  in  perspective.  We  were  discussing  the  fact  that  40  of 
us  will  be  attending  the  White  House  conference  and  we  will  all  be 
paying  our  own  way.  One  of  the  members  of  the  delegation  raised 
the  suggestion  that  we  go  to  the  state  government  and  that  we  re- 
quest funding  in  order  to  send  this  delegation  to  Washington.  He 
was  one  out  of  40  and  I  thought  the  other  39  were  going  to  boo  him 
out  of  the  room.  Their  point  was,  "No.  We  are  America.  We  will  do 
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this  on  our  own.  If  we  go  ask  the  state  for  help,  whether  we  pay 
for  it  now  or  go  ask  them,  we  are  going  to  pay  for  it  later.  We  want 
less  government,  not  more  government." 

Senator  Frist.  We  have  got  to  keep  moving,  but  very  quickly, 
Mr.  Carter,  making  federal  government  more  user  friendly,  big, 
huge  topic.  Several  examples,  two  or  three  examples  for  us  to  take 
back.  The  user  friendly,  it  goes  to  the  heart  of  all  the  regulations, 
obviously.  Are  there  two  or  three  other  things  that  we  should  take 
back  with  us? 

Mr.  Carter.  I  think  that  the  first  thing  we  should  look  at  in  be- 
coming user  friendly,  a  good  example  is  the — there  is  a  magazine 
that  is  being  sold.  I  got  a  call  yesterday,  somebody  down  in  Florida 
trying  to  sell  me  a  magazine  for,  I  think  it  was  $190,  and  with  this 
magazine  I  could  do  business  with  the  government.  Well,  I  think 
that,  you  know,  I  do  not  know  if  that  person  is  in  a  private  busi- 
ness. I  have  no  idea.  To  me,  I  think  I  need  to  be  able  to  do  business 
with  the  government  without  $190.  I  think  that  as  a  taxpayer,  I 
would  like  to  do  business  with  the  government  based  on  the  fact 
that  the  government  has  some  business  that  they  need  to  do  and 
I  am  available  to  do  it. 

The  other  thing  is,  while  in  the  car  business  you  collect  a  lot  of 
taxes  when  cars  are  sold,  and  you  have  to  pay  somebody  and  they 
have  to  be  fairly  efficient  in  filling  out  those  taxes,  and  you  pay  for 
it  and  you  turn  it  in,  and  if  there  are  any  errors  in  there,  you  are 
penalized.  We  turn  in  $30,000  a  month  on  taxes  we  are  collecting 
for  the  government.  And  when  I  think  about  how  much  time  that 
I  am  paying  this  person  to  fill  out  that  form,  to  make  sure  it  is  cor- 
rect, double-check  it,  and  all  that,  and  then  somebody  come  and 
visit  with  me  and  says,  "Look,  you  have  a  $10  error  here."  That 
part  I  do  not  think  is  friendly.  You  know,  I  think,  you  know,  in 
that  case  that  if  you're  going  to — there  must  be  a  better  way  to  do 
that. 

The  other  thing  is,  here  recently  I  was  in  Washington  a  little 
over  a  week  ago  when  the  President  and  Vice  President  were  over 
and  these  people  have  spent  $7  billion  on  this  super  highway,  and 
I  am  very  concerned  about  when  we  do  something  like  this,  is  there 
any  consideration  given  for  the  small  business  person,  people  just 
like  me?  How  do  I  get  into  the  super  highway  with  all  these  people 
that  are  in  there?  I  am  talking  about  the  AT&T's  and  all  the  oth- 
ers, the  South  Central  Bell's  and  the  Bell  South's.  Do  you  know, 
how  do  I  compete?  I  think  I  need  to  have  an  opportunity  to  com- 
pete, because  I  think  this  country  was  founded  on  free  enterprise. 
I  just  do  not  think  it  is  free. 

Senator  Frist.  Thank  you.  Mr.  Sandridge,  finally,  we  talked 
about  overregulation.  This  part,  this  panel — this  will  be  my  last 
question — is  really  on  the  burdens  of  starting  a  small  business.  The 
next  panel  we  will  talk  a  little  about  the  problems  of  growing  a 
business. 

Going  back  to  the  banking  industry,  the  overregulation  there, 
one  of  the  other  things  that  both  Senator  Bond  and  I  are  doing  on 
other  committees  is  looking  at  banking  reform  issues.  Could  you 
comment  on  the  issues  like  Community  Reinvestment  Act,  Truth  in 
Lending  Act,  how  much  of  a  burden  in  terms  of  going  back  to  the 
small  business  and  starting  a  small  business  if  we  simplify  these, 
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if  we  reform  these,  will  that  be  translated  down  into  increased 
loans  for  the  small  business  people  out  across  this  country? 

Mr.  Sandridge.  Well,  some  of  those  issues  I  am  not  that  familiar 
with.  I  know  that  there  are  some  issues  that  have  been  pending 
with  regards  to  community  reinvestment  and  reporting  business 
loans  and  so  forth.  I  think  that  Mr.  Carter  made  the  point  that 
with  every  bit  of  regulation  there  is  someone  that  has  to  keep  up 
with  it  and  report  it.  And  every  dollar  that  goes  into  our  overhead 
is  just  one  less  dollar  that  we  can  invest. 

As  bankers,  we  want  to  make  loans.  That  is  how  we  make 
money.  If  we  do  not  make  loans,  then  we  do  not  make  money.  We 
are  in  the  business  to  take  risks.  And  granted,  we  have  to  be  cor- 
rect 99.5  percent  of  the  time  to  stay  in  business,  but  there  are  a 
lot  of  us  that  do  that  and  are  involved  in  the  community.  And  any 
money  that  we  can  transfer  from  having  to  put  into  overhead  to  be 
available  to  invest  will  definitely  affect  what  we  can  do  in  the  busi- 
ness community. 

Senator  Frist.  Thank  you,  Mr.  Chairman. 

Chairman  Bond.  Thank  you.  Senator  Frist,  and  my  sincere 
thanks  to  the  panelists.  As  I  said,  we  are  going  to  have  to  move 
on,  as  much  as  we  would  like  to  continue  the  discussion.  We  might 
have  further  questions  for  you  and  other  panelists  that  we  will  sub- 
mit to  you  in  writing.  And  if  you  have  the  opportunity,  if  any  of 
these  questions  come  in,  we  would  appreciate  your  views,  and  as 
always,  certainly  your  continuing  thoughts.  If  you  are  like  I  am, 
when  you  go  home  from  here,  you  are  going  to  say,  "Gee,  I  wish 
I  had  said  that."  Please  write  it  down  and  send  it  to  Senator  Frist 
and  me  if  something  occurs  to  you  afterwards  on  the  discussion  we 
had,  and  that  goes  for  the  other  panelists  as  well  as  the  members 
of  the  audience.  We  do  welcome  your  views.  We  extend  our  special 
thanks  to  this  panel. 

Chairman  Bond.  And  now  we  would  like  to  turn  to  panel  number 
three.  Government  Burdens  on  Growing  a  Business.  Today  we  have 
Mr.  E.R.  (Ron)  Pickard,  Chairman  and  Chief  Executor  Officer  of 
Sofamor  Danek  in  Memphis;  Mr.  David  Hagedorn,  General  Man- 
ager of  Frank  A.  Conkling  Company,  Cordova;  and  Mr.  Ronald 
Coleman,  President,  Competition  Cams,  Inc.  in  Memphis. 

Welcome,  gentlemen,  and  let  us  begin  the  testimony  with  Mr. 
Pickard. 

STATEMENT  OF  E.R.  (RON)  PICKARD,  CHAIRMAN  AND  CHIEF 
EXECUTIVE  OFFICER,  SOFAMOR  DANEK  GROUP,  INC.,  MEM- 
PHIS, TENNESSEE 

Mr.  Pickard.  Thank  you,  and  I  appreciate  the  opportunity  to  be 
here  this  morning.  Sofamor  Danek's  corporate  headquarters  are  lo- 
cated here  in  Memphis,  Tennessee,  and  we  are  engaged  in  the  de- 
velopment, manufacturing  and  marketing  of  medical  devices,  pri- 
marily intended  for  use  in  the  spine.  Sofamor  Danek  currently  em- 
ploys more  than  800  people  worldwide,  with  a  significant  but  di- 
minishing majority  located  in  the  United  States. 

Since  Sofamor  Danek's  founding  in  the  early  1980s,  we  have 
striven  to  develop  and  provide  state-of-the-art  spinal  products  for 
enhanced  patient  care.  This  goal  is  obviously  consistent  with  that 
for  the  United  States  medical  device  industry  as  a  whole,  as  evi- 
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denced  by  the  historically  superior  availability  of  medical  care  for 
Americans.  Another  significant  indicator  of  our  industry's  strength 
and  leadership  is  our  nation's  positive  foreign  trade  balance  in 
medical  devices,  one  of  the  very  few  positive  trade  balances  remain- 
ing. 

I  am  here  today  to  express  concern  that  the  governmental  agency 
actions  threaten  the  worldwide  medical  care  leadership  that  Ameri- 
cans have  enjoyed.  The  specific  governmental  agency  with  the  most 
significant  influence  over  medical  care  is  the  Food  and  Drug  Ad- 
ministration. The  FDA  controls  virtually  every  aspect  of  our  oper- 
ation. This  includes  expansive  authority  over  the  manufacturing, 
labeling,  promotion  and  marketing  aspects  of  our  domestic  busi- 
ness. 

In  addition,  the  FDA  has  exercised  its  regulatory  powers  over  our 
ability  to  export  devices  to  foreign  countries.  As  a  result  of  this, 
Danek  decided  in  1993  to  merge  with  a  French  medical  device  com- 
pany, Sofamor,  so  we  could  remain  viable  globally  despite  the  slow 
FDA  approval  process  here  at  home.  This  move,  of  course,  came  at 
the  expense  of  American  jobs  we  would  have  otherwise  been  able 
to  create. 

Much  has  been  said  and  written  lately  about  the  FDA's  short- 
comings, and  I  am  not  here  to  restate  the  regulatory  problems  that 
threaten  to  cripple  the  industry,  in  particular,  the  problem  with  the 
FDA's  extremely  slow  product  review  times.  But,  I  can  assure  you 
that,  day  in  and  day  out,  Sofamor  Danek  is  being  adversely  af- 
fected by  this  aspect  of  FDA  actions.  In  1988,  our  Premarket  Notifi- 
cations were  cleared  on  the  average  by  the  FDA  in  less  than  three 
months.  Currently,  the  FDA  is  quoting  300-plus  day  premarket  re- 
view time  within  the  branch  that  reviews  our  industry's  submis- 
sions. This  is  a  three-fold  increase  in  time.  It  only  delays  our  abil- 
ity to  deliver  medical  advancements  to  surgeons  and  patients, 
while  driving  up  the  cost  of  medical  devices  at  a  time  when  we  are 
all  trying  to  manage  skyrocketing  costs  throughout  the  health  care 
system. 

My  primary  concern  today  is  FDA's  inconsistency  in  exercising 
its  authority.  I  hate  to  use  the  overworked  expression  "arbitrary 
and  capricious"  in  describing  the  FDA's  behavior.  But  quite  frank- 
ly, I  am  here  today  to  tell  it  like  it  is.  And  the  fact  is  that  FDA's 
inconsistency,  despite  the  best  intentions  of  FDA's  hard-working 
and  dedicated  staff,  represents  an  ever-moving  target  that  has  dra- 
matically and  adversely  affected  our  business.  Let  me  give  you  two 
or  three  examples. 

First,  since  December  of  1990,  the  FDA  has  made  us  change  our 
spinal  implant  fixation  device  labeling  16  times,  on  the  average, 
four  times  per  year.  This  labeling  intervention  by  the  FDA  focused 
on  pedicle  screws,  even  though  FDA's  Orthopedic  Medical  Officer, 
who  is  also  a  practicing  surgeon,  has  characterized  pedicle  screw 
fixation  as  a  regulatory  not  a  public  safety  issue.  This  description 
aptly  characterizes  the  pedicle  screw  situation  since  it  is  difficult 
to  conceive  that  a  bone  screw,  perhaps  the  simplest  and  most  his- 
toric orthopedic  implant  device,  could  cause  a  public  safety  issue. 
Bone  screws  have  been  used  in  the  spine  for  over  50  years  and 
have  been  cleared  by  the  FDA  for  use  in  the  anterior  and  sacral 
spine.  The  regulatory  issue  arises  when  a  sacral  or  anterior  screw 


40 

is  used  in  a  spinal  bone  called  the  pedicle,  which  may  be  located 
only  a  centimeter  away  from  an  FDA  clearable  spinal  location. 

Another  aspect  of  this  labeling  issue  is  that  some  of  the  re- 
quested labeling  changes  have  contradicted  previous  requests.  In 
fact,  one  requested  change  was  reversed,  one  was  reversed  twice, 
one  was  reversed  three  times  and  modified  once,  and  one  was 
modified  twice  and  reversed  twice.  These  FDA-mandated  labeling 
changes  have  cost  our  company  over  $800,000,  or  approximately 
$50,000  per  change.  They  send  confusing  signals  to  the  medical 
community,  and  most  important,  they  do  nothing  to  improve  medi- 
cal outcomes  or  enhance  quality  of  patient  care. 

Second,  in  August,  1993,  Sofamor  Danek  and  six  other  spinal  im- 
plant manufacturers  received  warning  letters  from  the  FDA  accus- 
ing companies  of  supporting  surgeon  medical  education  pertaining 
to  the  so-called  "off  label"  use  of  devices.  Sofamor  Danek  responded 
by  indicating  our  belief  that  our  actions  did  not,  in  fact,  violate 
FDA's  policy  on  industry-supported  scientific  and  educational  ac- 
tivities. We  subsequently  learned,  however,  that  FDA  personnel 
had  set  new,  arbitrary,  and  unannounced  conditions  of  support  to 
which  we  were  being  held.  These  include  support  of  hands-on  work- 
shops and  the  degree  to  which  scientific  information  surrounding 
non-FDA-cleared  uses  could  be  presented  by  the  medical  profes- 
sionals. FDA's  position  in  this  matter  is  viewed  as  an  encroach- 
ment on  the  practice  of  medicine,  an  area  which  FDA  is  not  em- 
powered to  regulate,  as  has  been  repeatedly  acknowledged  in  com- 
ments from  FDA  officials  and  others. 

This,  and  similar  compliance  actions  by  the  FDA,  led  to  the  filing 
of  a  lawsuit  by  the  Washington  Legal  Foundation  challenging  the 
FDA's  regulation  of  medical  education.  The  Federal  judge  in  that 
case,  Judge  Lamberth,  recently  ruled  that  the  case  had  significant 
First  Amendment  implications,  that  Washington  Legal  Founda- 
tion's complaint  clearly  raised  a  question  of  fact  as  to  whether  the 
FDA  has  been  enforcing  de  facto  policy,  and  that  the  case  should 
not  languish  waiting  FDA's  prolonged  process  of  creating  new  regu- 
lations. Rather,  he  indicated  the  case  should  be  tried  now. 

In  my  final  example,  the  FDA  has  instituted  new  guidelines 
without  prior  public  notice  and  discussions  regarding  Premarket 
Notification  petitions  and  clinical  studies  of  orthopedic  implants. 
We  learned  late  in  the  review  of  one  of  our  marketing  submissions, 
which  have  been  under  review  for  over  600  days,  companies  must 
now  submit  separate  documents  for  devices  of  identical  design 
made  from  difi'erent,  routinely  used  materials.  Historically,  the 
FDA  reviewed  the  use  of  alternative  metals  in  single  submissions. 
This  new  unannounced  policy  more  than  doubles  the  workload  of 
the  FDA,  creating  longer  review  times,  and  a  larger  submission 
backlog,  not  to  mention  our  cost  per  filing,  which  exceeds  $100,000. 

Another  unfortunate  development  is  FDA's  new  requirement  for 
three-year  post-operative  follow  up  in  clinical  studies  as  a  condition 
of  subsequent  product  approval.  This  change  was  not  discussed  in 
any  public  forum,  cannot  be  attributed  to  any  medical  problem 
which  this  change  would  address,  and  further  delays  product  ap- 
provals and  the  introduction  of  new  medical  technology.  But  what 
it  will  do  is  add  yet  another  year  to  an  approval  process  that  al- 
ready requires  at  least  six  years  to  accomplish.  And  I  might  add. 
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in  a  recent  meeting  with  industry  officials,  the  FDA  refused  to  even 
discuss  the  issue. 

As  previously  mentioned,  the  impact  of  FDA's  authority  is  very 
costly  and  the  costs  have  risen  dramatically  since  1990.  Since  1990, 
Sofamor  Danek  sales  have  experienced  a  compounded  annual 
growth  rate  of  28  percent.  We  have  increased  jobs  at  about  the 
same  rate.  This  rate  is  impressive  and  we  are  proud  of  it.  However, 
Sofamor  Danek's  regulatory  and  legal  expenditures  have  escalated 
at  an  annual  rate  of  54  percent  during  the  same  time  period,  which 
is  approximately  double  that  for  sales  and  1.5  times  the  growth 
rate  of  our  research  and  development  costs.  If  this  rate  were  to  con- 
tinue, our  regulatory  and  legal  costs  will  exceed  our  current  domes- 
tic sales  in  eight  and  one-half  years.  On  a  per-employee  basis,  the 
health  care  expense  borne  by  Sofamor  Danek  has  grown  at  an  an- 
nual compound  rate  of  approximately  10  percent  since  1990.  Per- 
employee  regulatory  and  legal  costs,  however,  have  risen  at  a  rate 
of  over  37  percent,  almost  4  times  faster  than  health  care.  As  evi- 
denced by  those  numbers,  the  FDA  related  costs  are  spiraling  up- 
ward, which  I  can  guarantee  you  will  lead  to  higher  health  care 
costs  to  Americans. 

In  conclusion,  William  Gladstone,  the  19th  century  British 
statesman,  once  said  that,  "Justice  delayed  is  justice  denied."  I  re- 
spectfully submit  that  in  the  same  way,  medical  care  delayed  is 
medical  care  denied.  Unnecessary  delays  in  the  processing  of  medi- 
cal device  applications,  indecisive  and  inconsistent  labeling  require- 
ments, unwarranted  restrictions  on  manufacturers'  ability  to  assist 
in  surgeon  medical  education,  and  a  proliferation  of  plain  old  red 
tape  do  not  help  the  medical  device  industry  or  any  of  its  member 
companies.  They  do  not  help  our  nation's  balance  of  trade  or  ability 
to  generate  jobs.  Worst  of  all,  they  do  not  help  patients  suffering 
from  acute  or  chronic  medical  conditions  that  require  treatment  by 
trained  physicians  making  use  of  the  best  available  medical  tech- 
nology. 

This  problem  did  not  develop  overnight  and  it  will  not  be  fixed 
overnight,  but  anything  you  can  do  to  fix  it  would  be  greatly  appre- 
ciated by  my  company,  by  our  industry,  and  certainly  by  the  medi- 
cal community  and  the  patients  throughout  the  world.  Thank  you. 

[Attachments  to  the  statement  of  Mr.  Pickard  follow:] 
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Otfiea  Of  0««ta*  i^akmaan  hxhlDlt  2 

U  S.  fva4  ant  Onig  AdmviKiraoon 
16.  1933 


NORTE   AKERT^X   SPIKB    SOgTSTY   ?JIKTTM.    ?ggrrHG 

I  would  like  to  r.r.anJc  tiie  Horrh  American  Spine  society,  and 
especially  Dr.  White,  far  tiie  honor  of  addressing  tiiis  session 
regarding  tiie  pedicle  screw  issue.   I  asi  here  to  provide  you  vith 
answers  to  questions  tiat  have  bothered  us  all:  what  is  the  FDA's 
position  regarding  the  pedicle  screw  issue,  and  what  is  being 
done  to  resolve  the  it? 

The  pedicle  screw  issue  is  a  regulatory  issue,  not  a  public 
health  issue.   For  nany  o£  us,  it  seens  that  this  issue  shovild  be 
one  strictly  between  the  ccapanies  who  manufacture  and  market 
these  devices  and  the  FDA  who  regulates  then.  The  FDA  does  not 
regulate  the  practice  of  medicine,  nor  should  it.   Therefore, 
this  issue  should  not  involve  yc^i  the  surgeons  or  your  patients. 
But  it  has.   And  now  you  and  your  patients  are  faced  with  the 
possibility  of  being  denied  access  to  arguably  the  best  devices 
available  for  stabilizing  the  spine.  The  frustration  that  this 
situation  generates  is  shared  among  surgeons,  professional 
societies,  industry,  and  yes,  even  the  FDA. 

We  are  here  today  to  fix  the  problem,  not  fix  the  blame.   So 
what  is  the  problem?  In  order  to  be  able  to  intelligently 
discuss  the  pedicle  screw  issue  and  provide  you  with  useful 
information,  I  need  to  give  you  a  mini-course  on  iripd i ca  1  device 
regulation. 

There  are  a  couple  of  rules  you  oust  remember.   Rule  #1:  All 
medical  davicas  must  be  cleared  or  approved  by  the  FDA  prior  to 
marketing.   Rule  *2:  you  can't  change  Rule  #1.   Briefly,  Class  I 
and  Class  II  devices,  the  lower  risk  devices,  are  cleared  through 
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a  process  known  as  the  Prenarket  Notification,  cr  the  510 (k), 
process.   In  these  appiicarions,  the  manufacrurer  cusr 
desonstrate  that  the  new  device  is  equivalent  to  already  marketed 
comparable  devices.   In  contrast,  the  high  risk  Class  III  devices 
must  be  approved  through  the  Premarket  Approval  process,  a  much 
nore  rigorous  process  in  which  the  manufacturer  must  prove  that 
the  device  is  independently  safe  and  effective.        .  .      ._  . 

When  the  first  pedicle  screw  510 (k)  application  was 
submitted  to  the  FDA  back  in  1984,  there  were  no  clinical  studies 
in  the  literature  pertaining  to  the  use  pedicle  screws,  and 
pedicle  anatomy  was  not  well-defined.  The  pedicle  screw  was 
found  to  be  not  equivalent  to  the  Class  II  Harrington  rod-hook  ■ 
systems.   Consequently,  pedicle  screws  were  automatically,  repeat 
automatically,  classified  into  the  class  III  category  and  require 
an  approved  PMA  application  before  marketing.  The  manufacturers 
are  required  to  provide  the  FDA  with  valid  scientific  evidence  to 
demonstrate  their  safety  and  effectiveness,  usually  in  the  form 
of  FDA-approved  clinical  trials,  called  IDZ  investigations. 
In  the  last  nine  years,  the  FDA  has  not  received  valid 
scientific  evidence  demonstrating  the  safety  and  effectiveness  of 
pedicle  screws,  despite  the  hundreds  of  articles  in  the 
orthopedic  literature,  hundreds  of  scientific  presentations  at 
meetings  like  this  one,  and  14  on-going  FDA-approved  clinical 
trials.   And  yet  the  FDA  is  not  blind  to  the  vast  amount  of  data 
out  there.   In  essence,  the  literature  gives  the  FDA  a  certain 
level  of  confidence  in  these  devices.   But  the  data  presented  in 
manufacturer's  applications  have  not  stood  up  to  FDA  scrutiny. 
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Bd  this  is  the  current  situation:      Sacral  screws  are  legally 
marketed  class   II   devices.      However,    sacral   screws,    bone  screws, 
or  pedicle  screw,    if   intended  far  pedicular  fixation,    are  Class 
III  devices,    requiring  approved  PM&s  before  marJceting .      There  are 
no  approved  PMAs   for  pedicle  screws. 

Thus   far,    tiie   PDA-approved  prospective   clinical   trials  do 
not  appear  to  be  generating  acceptable  data,    and  the  approval  of 
these  devices   in  the  near  future  with  this  data  appears  unlikely. 
This  situation  has  brought  about  a  nunber  of  problems.      The 
FDA  zTiSt.  perform  its  duty  to  enforce  federal   regulations. 
rconsequently,   manufacturers  will  be  prohibited  from  marketing 
pedicle  screws   and   from  sponsoring  educational   programs 
pertaining  to  their  use.      It  reans  that  only  FDA-approved 
investigators  will  retain  access  to  these  devices.      The  marketing 
and  promotion  of  the  off-label  use  of  sacral   screws    for  pedicular 
fixation  will  be  stopped.      And  it  means  siirgeons  who  use  sacral 
screws  off-label   for  pedicular  fixation  will  continue  to  face  the 
increased  liability  that  this  entailsTj_   Without  valid  scientific 
evidence  that  these  devices  are  safe  and  effective,    the  continued 
availability  of  pedicle  screws  is  in  doubt.      This  will  affect 
every  spine  surgeon  and  every  spine  patient   in  this   country. 

So  how  are  we  going  to  remedy  this  sitiuition?      In  an 
unprecedented  cooperative  effort,    the  Orthopedic  Devices  Branch 
of  the  FDA,    the  professional   societies,    and  the  orthopedic  device 
industry  have   brainstormed   for  nearly   a   year  to   bring   about   a 
resolution  to   this  problem.      HASS,    under  the   leadership  of   Er. 
Hansen  Yuan,    has  taken  the  lead  in  forming  a  scientific  working 


group,  called  the  Spinal  Implant  Manufacturers  Group,  or  SIMG.  A 
collective  effort  is  underway  to  re-assess  tlie  enormous 
literature  database  on  spinal  fusion  surgery.   Also,  the  pooled 
data  from  the  numerous  IDE  clinical  trials  is  being  evaluated 
within  the  FDA  for  its  utility.  This  clinical  data  was  presented 
publically  for  the  first  tiae  at  the  August  20th  FDA-sponsored 
Orthopedic  Advisory  Panel  Scientific  Symposium  on  Pedicle  Screw 
Devices.   There  is,  however,  a  consensus  of  opinion  within  the 
FDA  that  the  IDE  clinical  trials  are  insufficient  by  themselves 
for  approval  of  tiiese  devices,  and  that  additional  prospective 
clinical  trials  would  not  be  productive  nor  practical  in 
generating  the  required  data.  The  question  is:  "How  can  you 
generate  clinical  data  when  the  device  is  already  considered  to 
be  the  standard  of  care?"  ft  was  concluded  that  the  most 
reasonable  approach  to  obtain  valid  scientific  data  was  to 
conduct  a  well -designed,  large-scale,  retrospective  study.  The 
FDA  provided  technical  and  scientific  advice  for  generating 
acceptable  data  that  would  answer  the  FDA's  questions  regarding 
the  safety  and  effectiveness  of  pedicle  screw  systems.  We 
acknowledge  the  inherent  drawbacks  of  .retrospective  studies , 
their  limitations  and  potential  for  reporting  bias.   However, 
both  theoretical  amd  practical  matters  had  to  be  considered,  and 
the  study  has  been  carefully  designed  to  taXe  full  advantage  of 
the  many  previous  investigational  protocols,  and  several  measures 
have  been  taken  to  assure  the  validity  of  the  data.   It  is  also 
designed  to  dove-tail  with  the  existing  literature  database  and 
the  results  of  FDA-approved  clinical  trials,  so  that  we  can  take 
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advantage  of  the  universe  of  available  data,   mis  strategy  has 
oeen  supported  by  the  FDA'S  Orthopedic  Advisory  Panel  as  well  as 
within  the  FDA,  including  the  conmissicner' s  office.   The  srudy 
design  was  unanimously  endorsed  by  the  all  the  professional 
societies,  including  NASS,  the  SRS,  the  AAOS,  the  CSRS,  the  AANS, 
and  the  CKS,  represented  at  a  joint  aeeting  held  October  4th  in 
Chicago. 

Dr.  Yuan  will  describe  the  details  of  the  study  shortly.   I 
want  to  urge  you  to  participate  in  this  study.   If  successful,  we 
believe  that  the  pedicle  screw  issue  will  come  to  rest  in  the 
near  future.   There  are  no  guarantees,  however,  and  to  be  a 
success,  your  cooperation  is  essential.  But  we  wzuit  valid  data. 
We  do  not  want  only  your  successfiil  cases —  we  want  all  of  yo;ir 
cases.  We  want  to  know  how  these  devices  perform,  what  the 
fusion  rates  are,  and   what  the  coaplication  rates  are.   This 
information  is  valuable  not  only  to  the  FDA  and  the 
manufacturers,  it  is  critical  inforaation  for  you  and  your 
patients,  information  that  until  now  has  been  lac)djig  in  the 
literature.  This  study  is  a  win-win  situation  for  everyone. 

For  the  FDA's  part,  we  guarantee  that  your  identity  and  your 
patients'  identities  will  remain  strictly  confidential,   we  also 
guarantee  that  the  scientific  data  generated  by  this  study  will 
be  made  public  by  NASS,  so  that  you  will  know  how  these  devices 
are  performing.   This  proposed  nation-wide  study,  the  first 
cooperative  effort  of  its  kind  by  industry  and  the  professional 
societies,  is  the  largest  ever  to  investigate  the  use  of  pedicle 
screws .   Again,  I  iirge  you  to  take  this  vmique  opportunity  to 
ptrticipate  in  an  important  scientific  effort.   Thank  you  for 

vour  cooperation. 
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Exhibit  3 


FDA  Status  of  Bone  Screw  Use  in  the  Spine 

Posterior  Anterior 


NOT  CLEARED 

(Posterior  Insertion) 


^^mmssm  -A^ 


NOT  CLEARED^ 

(Posterior  Insertion) 


CLEARED 

(Posterior  Insertion) 


•Except  only  for  patients:  a)  having  severe  spondylolisthesis  (Grades  3  and  4)  of  the  fifth  lunibar  -  first  sacral  (L5-S1) 
vertebral  joint;  b)  who  are  receiving  fusions  using  autogenous  bone  graft  only;  c)  who  are  having  the  device  fixed  or 
attached  to  the  lumbar  and  sacral  spine;  and  d)  who  are  having  the  device  removed  after  the  development  of  a  solid 
fusion  mass. 
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Exhibit  4 


PARTIAL  LIST  OF 
OFF-LABEL  USE  OF  DEVICES  AND  DRUGS 


L    DEVICES 

A.  Spine:  1.    Bone  cement  in  spine 

2.  Gelfoam  in  spine 

3.  Use  of  screws  in  the  pedicle 

B.  Non-Spine:    1.   Cementless  use  of  porous  coated  knees 

2.  Cementless  lise  of  porous  coated  hips 

(prior  to  downdassification) 

3.  Tokodynamometers  -  pre-tenn  labor  (most  of  them) 

4.  Cardioangioplasty  catheters  -  for  various  uses 

5.  Pacemakers  -  for  a  few  indications 

6.  Cyanoacrylate  ("Crazy  Glue")  for  ear  svu-gery 

7.  Compression  Hip  Screws  for  sub-trochanteric  fractures 

8.  Bone  growth  stimulators  for  fresh  fractures 

9.  Reuse  of  disposable  products 


n.  DRUGS: 

1.  Adult  cancer  drugs  which  are  used  in  children 

2.  Aspirin  for  prevention  of  stroke  and  heart  attacks 

3.  Steroid  use  in  the  spine 

4.  33%  of  all  cancer  treatments* 

5.  50+%  of  all  drug  use* 

6.  Antioxidants  (e.g.  Vitamin  C)  use  to  prevent  various 

diseases  (e.g.  colds,  cancer) 


GAO  Report  Off-Label  Drugs:  ReiTrbursement  Policies  Constrain  F*'YTf'7''"^ '"  *^"^  <Tm«ce  o^ 
CancCT  Therapies.  GAO/PEMD-91-14  (September  1991) 

GAO  Report  Off-Label  Drugs:  Reimbursement  Polides  Constrain  Pbv^rians  in  thnr  ChOJCC  Pf 
Cancer  Therapies.  GAO/PEMD-91-U  (September  1991) 
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E;ihibit  5 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
lOocltetNo.  92^M)434| 

Draft  Policy  Statement  on  Industry- 
Supported  Scientific  and  Educational 
Activities 

agency:  Food  and  Drug  Administralion. 

HHS. 

action:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  publishing  in 
this  notice  for  public  comment  its 
current  draft  policy  statement  on 
industr>'-supported  scientific  and 
educational  activities.  This  draft  policy 
statement  descnbes  categories  of 
educational  activities  that  may  continue 
to  be  funded  by  industry  and  yet  avoid 
regulation  as  aavertising  or  promotional 
labeling 

DATES:  Written  comments  by  January 
26. 1993. 

ADDRESSES:  Submit  written  comments 
to  the  Dockets  Management  Branch 
(HFA-305),  Food  and  Drug 
Administration,  rm.  1-23. 12420 
Parklawn  Dr..  Rockville.  MD  20857. 
Comments  should  be  identiFied  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mary  C.  Gross.  OfTree-of  External 
Affairs  {HF-24).  Food:»nd  Drug 
Administration.  5600  EishersXane. 
RockvUle.'MD  2D857;  JDl-MS^^iO. 
SUPPtEMENTARY  INFORMATION:  Scientific 
and  educational  activities  on 
therapeutic  and  diagnostic  products 
(human  and  ammal  drugs.. biological 
products,  and  medical  device^)  Jor 
health  care  professioiralsihat-are 
.performed  by  or  on  behalfof4he 
companies. IhaLmarlcet. the  pcoducts 
have  tradilionally'been  viewed  tjy'FDA 
as  subfect'to.Teaiildtian  under  the 
labeling  and  advertising  provisions  iif 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (the  act).  To  permit  industry  support 
for  educational  activities  embracing  a 
full  exchange  of  scientific  views.  FDA 
has  distinguished  between  those 
activities  siipported  by  companies  that 
are  otherwise  independent  from  the 
promotional  influence  of  the  supporting 
company  and  those  that  are  not.  The 
agency  does  not  seek  to  regulate 
activities  that  are  independent  and 
nonpromotional  (i.e..  that  are  not 
designed  to  promote  the  supporting 
company  3  products).  Activities  that  fail 
to  fall  within  this  traditional  safe  harbor 
are  not  per  se  illegal,  but  they  are 
subject  to  regulation. 


The  dtaftrpnlrcy  statement-published 
in  Ihisnoiice  is  the  result  of  an-effott 
initiated  by  the  agency  severahyears 
ago  to  provide  guidance  on  howithe 
agency  applies  this  longstanding4)olniy. 
In  developing  this  aocument.-.the  ageiu;y 
has  engaged  in  an  extensive  outreach 
effort  with  scientific  and  health' care 
professionals,  industry,  consmnw- 
groups,  and  other  Government  agentiies 
to  produce  a  policy  statement. thHt 
strikes  a  prtiper  balance  betweenthe 
need  for  industry-supported 
dissemination  of  current  scientffic 
information  and  the  need  to  ensure'thflt 
industry  advertising  activitiesTneettthe 
requirements  of  the  law. 

Although  the  agency's  interaction 
with  these  parties  during  theiprucCTbtjf 
developing  this  statementTeveated 
general  support  for  the  central-.concepts 
of  the  policy,  early  draft  language 
circulated  by  the  agency  sparked 
considerable  debate  onihowtlie -agency 
could  best  achieve  its  goals.Theagency 
recognizes  that  the  delicate  batance 
reflected  in  this  draft  between. the  need 
for  industry-supported  scientificand 
educational  activities  and  the-needilD 
regulate  industry  labeling  and 
advertising  will  not  end  that  tiebate.  The 
agenqy  thus.invites  comments-.wilh 
regard  ta all  issues  raised  in  thispblioy 
statement.  These  comments  nray  Include 
suggestions  of  possible  alternative 
approaches  (e.g..  whether  companies 
•«haiild'liB.-ftllDwed  greater  influBnce-or 
contrtlovCT educational  activities, 
whether  the  agency  should  expend 
n^sourcQS'in  oversight  of  such.fli:tivities, 
whether  repeat  perforraances^shDuHrtie 
jsul))ectsd  todf&rent  scrutiny,' whether 
or  notrcomiiBiuss  should  be  baidstrictly 

liahlp  fnr  TTiKilpariina  content  ilVSUCh 
.activities  or  have  a  duty  to  collect 
■misinfomration  that  poses  a  significant 
.hsk.tcpubUc.health). 

^he^eiuiy.i&especially  inteieatediin 
receiving  comments  on  the  siigiE:naw 
fIsiTiEiltaifttheiproposed  policy' 
rstatement'Whish  relates  to  agency 
reliance  on  major  accrediting 
organizations  for  oversight  ofaaenllliE 
and  educational  programs.  Us 
proposed  policy  statement  nOteBltte 
important  role  accrediting  organizations 
can  play  in  this  process,  as  voill  as  the 
agency's  desire  to  avoid  undue 
Government  interference  in 
postgraduate  and  continuing  education 
for  health  care  professionals.  Ihe 
agency  thus  proposes  to  rely.;to  the 
extent  possible,  on  major  accrediting 
organizations  to  monitor  company- 
supported  educational  activities 
conducted  by  their  accreditetlipcDviders 
and  ensure  that  such  activities.-are 
independent  and  nonpromoliDnSl. 


It.'Background:  Promotion.  Education,  and 
-Independence 

Two  imporlanl  sources  of  informjtion  on 
itherapeulic  producis  (human  and  dnimjj 
drugs,  biologicdi  products,  and  medical 
devices!  for  heal m  care  professionals  are  |1) 
activiiies  (programs  and  materials!  procuced 
by  the  companies  inal  marlcet  the  proaucts 
.and  (2!  independeni  scientific  and 
educational  acliMlies.  such  as  conlinuing 
m*d4cal  education.  Although  bolh  provide 
valuable  and  sometimes  vital  informalion  lo 
iheallh  care  professionals,  the  companies' 
programs  and  maienals  are  subject  to  Ine 
ilabeling  and  adverlising  provisions  of  ihe  act. 
■whereas  the  truly  independeni  and 
-nonpromotional  aclivilies  are  not. 

This  lunsdiclionai  line  is  imporlanl 
-besauae  Ihe  constraints  on  advertising  and 
bbeim^.  '  when  applied  to  scientific  and 
educational  acliviues,  can  reslricl  the 
'freedom  of  parucioanls  lo  discuss  Uieir  data 
or  express  their  views.  In  particular, 
discussions  of  unapproved  uses,  which  can 
be  an  important  component  of  scientific  and 
:educational  activiiies.  are  not  permissible  in 
programs  that  are  or  can  be  (because  ine 
.provider  is  not  functionally  independeni!  • 
Aubiect  to  substantive  influence  by 
companies  that  marKel  producis  related  lo 
the  discussion.  The  agency  has  thus 
traditionally  sougni  lo  avoid  regulating 
activities  that  are  independent  from  the 
.influence  of  companies  marketing  the 
•Tjroducts. 

Defining  the  line  between  activities  that 
ere  performed  by  or  on  behalf  of  the 
company,  and  are  thus  subject  lo  regulation, 
and  aclivilies  that  are  essentially 
.independent  of  their  influence  has  been  made 
.nujtBdifficult  due  to  the  increasing  role 
hitlustiy  has  played  in  supporting 
postgrcnduate  and  continuing  medical 
-education. 

The  agency  has  traditionally  recognized 
■the  important  public  policy  reasons  not  to 
-regulate  all  industry-supported  activities  as 
-advenlsing  or  labeling  To  permit  industry 
support  for  the  full  exchange  of  views  in 
scientific  and  educational  discussions, 
including  discussions  of  unapproved  uses. 
;'FDA  has  distinguished  between  those 
activities  supported  by  companies  that  are 
.otherwise  independent  from  the  promotional 
'influence  of  the  supporting  company  and 
tthose  that  are  not.  Those  activities  that  have 
.-iieen  deemed  by  the  agency  to  be 
.independent  and  nonpromotional  have  not 
been  treated  as  advertising  or  labeling,  and 
:haTeiiol  been  subiected  to  the  agency  s 
re^lfltory  scrutiny. 

In  (Jeterminina  whether  an  aciivity  is 
mdependent  of  the  substantive  influence  of  a 
-company,  the  agency  examines  whether  and 
to  what  extent  the  company  is  In  a  position  lo 
influence  the  presentation  of  information 
;  related  to  its  products  or  otherwise  use  the 


'  These  provisions  require  the  company  to  ensu 
'  thoL  tiw  conlenl  does  not  vlolalc  Ihe  prohibinons 
■ogMMfcf  romolion  of  unapproved  uses,  and  thai 
discusMiKW  of  Ihe  company  s  products  are  not  tats 
oraoWcxdinp  in  content  and  do  not  lack  fair 

•■"See  section  li.B  1  a  ol 
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prcsenLtnon  iis  an  dOverlisinR  vehicle.  FDA 
IS  concerned  thdl  compdnics  may  influence 
conlcnl  of  educjiioniji  proerums  nol  only 
Uircclly.  by  being  involved  in  the  selection  of 
spoiikers  or  in  the  Ireaimenl  of  topics,  but 
also  indirectly  throuch  the  nature  of  the 
relationship  between  ihe  company  and  the 
provider  (e.g..  if  the  provider  believes  thai 
future  financiiji  support  from  the  company 
depends  upon  producing  programs  that 
promote  the  compan>  s  products).  The 
agency  therefore  views  a  written  agreement 
between  the  supponmg  company  and  the 
provider  of  the  actiuiy  regarding  ihe 
independence  of  ine  provider  and  activity 
from  the  influence  of  the  supporting  company 
as  an  important  element  in  establishing  an 
activity  as  independent. 

The  agency  believes  that  the  primary 
responsibility  for  overseeing  Ihe  process  of 
post-graduate  and  continuing  medical 
education  and  scientific  exchange  hes  with 
the  scieniific  and  health  care  communities.  It 
is.  thus,  (he  goal  of  the  agency  to  ensure  that 
scientific  and  educaiional  activities  that  are 
not  intended  to  be  promotional  are  designed 
to  be  truly  mdepenaent  from  promotional 
influence  by  the  marnelers  of  therapeutic 
products  and  to  leave  the  scientific  and 
professional  health  care  communities  to 
oversee  independent  provider  activities. 

To  help  achieve  ihese  goals,  the  agency  is 
providing  this  draft  policy  statement  that 
describes  the  agency's  enforcement  policy 
with  regard  lo  scientific  and  educational 
activities  supported  by  industry.  The  policy 
statement  seeks  to  cianfy  the  distinction 
drawn  by  the  agency  between  scientific  and 
educational  activities  that  FDA  considers 
nonpromotional  and  those  that  the  agency 
considers  promotional,  and  lo  provide 
guidance  on  how  industry  may  support  such 
activities  without  subjection  to  regulation 
under  the  labeling  and  advertising  provisions 
of  the  act.  This  policy  statement  also 
acknowledges  the  importance  of  relying  on 
the  professional  health  care  communities, 
rather  than  the  acency.  to  monitor 
mdependent  provider  activities. 

This  policy  applies  only  to  those  company- 
supported  activities  that  involve  discussions 
related  to  Ihe  supporting  company  s  products 
or  to  competing  products.  A  company- 
supported  educational  activity  or  pari  thereof 
that  does  not  relate  to  the  company's  product. 
a  competing  product,  or  suggest  a  use  for  the 
company's  product  would  nol  be  regulated  as 
a  promoiional  activity  under  this  policy. 

11.  Policy:  Scientific  and  Educalioaal 
Activities  Supported  by  Industry 

FDA  has  not  regulated  and  does  not  intend 
to  regulate  under  the  labeling  and  advertising 
provisions  of  the  act  industry-supported 
scientific  and  educational  activities  that  are 
independent  of  the  influence  of  the 
supporting  company.  Companies  and 
providers  who  wish  to  ensure  that  Iheir 
aclivilies  will  not  be  sub)ecl  to  regulation 
should  design  and  carry  out  their  activities 
based  on  a  wntien  agreement  between  the 
company  and  the  provider  thai  the  provider 
will  be  solely  responsible  for  designing  and 
conducting  the  activity,  and  that  the  program 
will  be  educational  and  nonpromolional  in 


If  the  company  guides  by  such  a  wntien 
.igreemeni  and  does  not  otherwise 
circumvent  its  purpose,  the  agency  does  nol 
intend  to  regulate  the  activity  under  the. 
labeling  and  advertising  provisions  of  the  act. 
nor  under  the  reporiing  requirements  related 
lo  labeling  or  as  advertisements.  ^The 
whiten  agreement  can  thus  play  an  important 
role  in  helping  (o  ensure  that  an  industry- 
sponsored  activity  comes  within  the  safe 
harbor  tradiiionailv  recognized  by  the  agency 
for  independent  scientific  and  educational 
activities. 

The  wniten  agreement  contemplated  by 
the  agency,  certain  indicia  of  influence  that 
may  subject  the  acHviiy  to  regulation  as 
labeling  or  advertismg  despite  such  an 
agreement,  and  the  agency's  intent  lo  rely  on 
major  accrediting  organizations  are  described 
below. 

A.  Written  Agreement 

The  written  agreement  is  lo  reflect  that  the 
company  and  provider  agree  that  the  activity 
is  lo  be  educational  and  nonpromotional  and 
that  the  company  has  taken  steps  to  ensure 
that  it  has  no  role  in  the  design  or  conduct  of 
the  program  that  micht  bias  the  treatment  of 
the  topic  FDA  wili  ordinarily  conclude  that 
adequate  steps  have  been  taken  if.  after 
agreeing  on  the  topic  of  the  program, 
responsible  officials  from  the  supporting 
company  and  the  provider  enter  into  a 
wntien  agreement  that  includes  the 
following: 

1.  Statement  of  Purpose 

The  company  and  the  provider  agree  that 
the  program  is  for  scientific  or  educational 
purposes  and  not  for  the  purpose  of 
promoting  any  product  and  that  any 
discussion  of  the  company's  products  will  be 
objective,  balanced  and  scientiftcally 
rigorous. 

2,  Control  of  Content  and  Selection  of 
Presenters  and  Moderators 

The  provider  retains  and  is  responsible  for 
exennsing  full  control  over  Ihe  planning  of 
the  program  s  content,  including  the  selection 
of  presenters  and  moderators.  The  company 
agrees  not  lo  direct  or  influence  the  content 
of  the  program  and  to  play  no  role  in  the 
selection  of  presenters  or  moderators  other 
than  responding  to  provider  requests  for 
suggestions  of  presenters  or  sources  of 
possible  presenters-  (This  would  not  preclude 
companies  from  malting  unsolicited 
suggestions  of  speakers  to  nationally 
recognized  accrediting  organizations  (hat 
compile  lists  of  speakers  based  on 
suggestions  from  industry,  professional 
societies,  and  other  sources  for  use  by 
independent  providers.)  If  (he  company 
responds  to  such  a  request  from  a  provider 
Ihe  company  agrees  (a)  to  respond  or  to 


*  Ordinanly.  posiapproval  promotional  activities 
for  approved  products  must  be  reported  lo  or 
approved  by  iKe  URcncy.  e  r  .  the  holder  of  any 
application  approved  under  aeciion  503  of  Ihe  aci 
121  US  C  3S5|  has  a  continuinfi  obl<«ation  under  21 
CFR  314.B1|b|i3)  lo  aiibmil  all  adv 
promoTlondl  lubehna  at  ihe  I 


lul.  The 


oftnitidli 


between  ihe  lupponms  company  and  ihe  provider 
should  be  kept  on  file  l)y  the  compHny  and  avaiUh 
to  H)A  if  rcquealcd. 


ccniirm  its  response  in  wniinE.  |b)  to  proviue 
I  Anere  reasonably  possible!  ihc  names  of 
more  than  one  suggested  presenter,  (cj  lo 
provide  a  description  of  each  sugge$(ed 
presenter's  quaiificalions.  and  (d)  lo  disclose 
dil  known  significant  financial  and  other 
relationships  between  the  company  and 
suggested  presenter.  The  provider  agrees  to 
seek  suggestions  for  presenters  from  sources 
oiher  than  the  company.  lo  make  an 
"dependent  judgment  as  to  the  most 
appropriate  presenters,  and  lo  select 
presenters  representing  an  appropriate 
diversity  of  legitimate  medical  opinion  on  the 
inpic  under  discussion  when  the  format 
permits  |e.g..  when  Ihe  format  is  a  panel  or 
series  of  speakers).  If  the  provider  selects  a 
presenter  suggested  by  (he  company.  Ihe 
provider  agrees  to  disclose  that  fact  to 
program  participants  at  the  beginning  of  the 
program. 
J.  Disclosure  of  Financial  Relationships 

The  provider  agrees  to  ensure  meaningful 
disclosure,  at  the  time  of  ihe  program,  to  the 
audience  of  (a)  the  company  s  funding  of  the 
activity  and.  (b)  any  significant  relationship 
between  the  provider  and  the  company  and 
between  individual  presenters  or  moderators 
and  the  company  leg,,  employee,  grant 
recipient,  owner  of  significant  interest  or 
stock). 

4.  Supporting  Company  involvement  in 
Content 

The  company  agrees  not  In  engage  in 
scnpling.  targeting  of  points  for  emphasis,  or 
other  activities  thai  are  desicned  to  influence 
the  content  of  the  program.  This  would  not 
preclude  limited  lechnical  assistance  by  the 
company  in  prepanng  slides  or  audiovisual 
matenals  (e.g..  slides  prepared  per  the 
request  of  (he  presenter  that  reproduce  tables 
published  in  scientific  reportsl. 

5.  Ancillary  Promotional  Activities 
The  company  agrees  nol  to  have  any 

promotional  activities,  such  as  presentations 
by  sales  representatives,  or  promotional 
exhibits,  in  Ihe  same  room  or  in  an  obligate 
path  to  the  educational  activily.  unless  the 
exhibit  is  within  an  area  that  is  designated 
for  general  exhibits  and  includes  exhibits 
from  different  companies  marketing 
alternative  or  competing  therapies.  The 
provider  agrees  that  there  will  be  no 
advertisements  for  the  company's  products  in 
any  materials  disseminated  in  the  program 
room. 

6.  Objectivity  and  Balance 

The  provider  agrees  that  when  a  product 
marketed  by  the  company  or  in  competition 
with  such  a  product  is  to  be  the  subject  of 
substantial  discussion,  (he  provider  will  take 
steps  to  ensure  that  the  data  will  be 
objectively  selected  and  presented,  that  both 
favorable  and  unfavorable  information  about 
the  product  will  be  fairly  represented,  and 
that  there  is  a  balanced  discussion  of  the 
prevailing  body  of  scientific  information  on 
Ihe  product  and  of  reasonable,  alternative 
treatment  options. 

7.  Limitations  on  Data 

The  provider  agrees  (hal  there  will  be 
meaningful  disclosure  of  any  limitations  on 
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mhnroaUoTTthal  i*pre8enled.  Such 
umiUKnmsjiraincerlaintv-mclude.'fout  arerrol 
!:mited  lo..iidtB  that  cEfTreaeni-onKDnxR 
r^seatcb.ifntenm^anBiyaes.jpreiiznmBry  data 
or  untuf»part«di  opi  nton . 
B  DiscHMrotyof  Unappnjved  U»es 

The  provider  agrees.that  if  unapproved 
unlabeled)  uses  are  discussed,  the  provider 
will  requtre  thai  presenters  disclose  that  the 
product  IS  noi  approved  in  the  United  Slates 
for  the  use  under  discussion. 
9  0pporUuiitLa3- for. Debate 

Thepnwnierapreesitifflt.  m  the  case  of.live 
pre»enlaltDOSJijieanin(?ful  npportunitieB  for 
5  c  tend  f  to  debs  te  orpussU  cminv' should  iie 
pmvidediriurm^the  program. 
10.  Sehedttledf  Acttrities 

The  cornpany  and  the  provider  agree  Id. 
and  record  in  the  agreement,  the  dates,  times, 
and  locations  of  all  presentations. 

B  Other  Factors  in  Determining    - 
/  .idepeiideiice 

EntenagJUUiamixompiying  with  the 
VNTit<en.Agneeinent.de&cribed  above  will 
onljaanly.&ausfy.FDA  lh3t  a  company- 
supported  activity,  is  mdependent.  Jf. 
notwithstanding  the  wntien  agreement. :a 
question  iR-raised  regarding  product 
promotion,  the  agency  will  consider  the 
following  possible  indicia  of  company 
mflueBceiT>*vBluetmg whether  tD regulate  en 
activity  under  the  labeling  or  advertia?^ 
provisu>n&ortheacl  .Thaae  factOFa<wGuLH)e 
cslevani4(x«ni)vepall-d^niuatuin.diaD 
acuvity-tn  I  he.  con  tax  uif  anactivi^ 
comiu«tedundeTr«  MrnltexvagrettineaL 
h  o  Mce  v«r-Jia  utdi  vidua  L  facto  r  IS  liitfi  lyi  by 
Itself  to^ttmuiate^nsacUon  ba&edjin.lackaif 
independence. 
J-Proviofcrr 

a.  Rehtionship-betwecr}- pnyvrdemmi 
s  upportm^AMHpunyiLei^.\buuM9n^nT  othsr 
relationshtps  between  the  compariyAnd  tlie 
provider  place  thexompany  in  a  position 
whereby  It  m«^y  exert  influence  over  Ihe 
content  of  Ihe  activity  ie.g,.  a  provider  that  is 
owned  by.  or  is  not  viable  without  the 
support  pf.  the  company  supporting  the 
activltilj. 

'q.  Provider  invoivemeni  in  soles  or 
maMcr/n^'tnUivttiurfls  employed  bythe 
provider-anti  involved  tn  advising  or 
olherwise  asBtstrnglhe  company  with  respet:! 
to  sales  oTMiiarieiiiig-of  Hie  company's 
product "Hretnvotved  nrdesigmngTjr 
conducting  independeni  scientific  or 
educational  activitmsabidwuluBte^who^rc 
involvedinrProffu>Uofl.of^xompanyls 
pmducts.iiiAy  not.functuin  in  the  colej}f 
md«pendent4)fovider-buLcould-be  aeiected 
by  an.(ndependent  provider  to  function  as^ 
speaker  or  swderator. 

c.  Provjderis  demoastmled  failnce  to  meet 
standardsrThe,provideT  has  a  recordjjf 


failure  toTneei  «tandiirds  of  mdependenee. 
balance,  obteotMnty.or«cfentificTigoriwh«n 
puriincron  ostenstbiy  urdepemiant 
educatioTul- programs. 
'2  Presenlfrs/Moderators 

a  U^Ktecahasstsinnce'.  The^agenoy 
recognizes. Ihat  KiAoae.inslanfias.logiBtifel 
supportjfrom  industry  reppeaentfitives'oenibe 
helpful.  Lo.  Ihe  provider  ifLg-^aftfiialiDgAviih 
tr&vei  arraogementfi.for.theapeakec). 
However.-SAgaificani-caniact  between 
industry  representatives  and  presenlersimay 
indica(e.an  attempt  to-mfluence  the 
preaeniaUon. 

b  Suggesuonof. presentees: ^\\hQii%h.X\iHi£ 
IS  an  inhecenl.tenAion.belwften.the 
involvemenLby  the.  supporting  companym 
-&ugge8tmg.4>resen(etSAnd  the-concepLjof 
independence,  there  is.  at  present,  a 
perceived  need  on  the  pan  of  some  providers 
for  this  type  of  input  bythetrwnpany.Thos. 
the  prspttfted'Wntten  agreement  provtdas'for 
interactiont  be(weenihe..xompany-ajid 
provider<Mnth  regacd  to  prBfientePS.Jf.lhe 
CQaipany«ugge6ts4peaker«'whaare  orwere 
actwe^  involved  mi promotiog  the.  company-^ 
prodiu:u-or.4whahave  bcen-ih£.-«ub»eclof 
co[nwamt&-i>r.eb(eclKjrur«vith,ragard  to 
preseniaHons-thaltweFe^vtewed^B  nusleadiag 
or  biased'tafavorof  the  company «^ products, 
the  a^ency.ouiy  mfer.^jni  mo  liana  Lin  tent  on 
the  partof'l^exampoiiy. 
3  ProgranvContntl 

a.  Focus  on  single  product  The  focus  of  the 
activity  IS  a  single  product  nrapketvd  by  the 
cocDpaoy.oraiCOBipetuig  product  except 
w  heoL.Bxu  ti  i^vtraa  tmen  t  .a  p  tioru  I  a  EC  «o 
limited  aBno4>reciude^any'm£aniagful 
discussio<u)f  alternative. thacapies.  >Thi&ifi 
not  tD.suggastahBt'each  treatnnnLQptuw 
must  bedaciis8ftd(withpre£Melycequal 
emphasis.  Emphasis  on  a  newer  or.  in.tbe 
view  of  Jhe  other,  presenter,  mote. beneficial 
nKxlalityshouhi.'however.'iie.provided  in  the 
context  of  a  discuOTioiTof"all  reasonable  and 
relevon  tnjpODCB. 

h.YtdjJtiuieipvrhJitmjncesiill'muiUpie 
pertcmnancBakDf.tirejaatBe.pniigrflnvareihdd. 
therBKOBry  laay  exetoseiathiRherievel'Of 
sczatmyxooipBrBd-vntinaiaiE^pragrams.'' 
4-  Program  Fonnat 

a  C;yig-jlpducemrmsKi>thef.than.m6ala.or 
token  gifts^e.g-Jcav&i.ar.ladigmg3ub8td)a«) 
are,  provided  4o.eaconEe^ejttendaace.of:tta 
target  audieace.-^ 


'  FPA<  Ft c^BWiior^Mfrrpoa^pfWI paint  T»ns»OTve 
public  KealthMUcraMsiRObkcHMlHi  Scrwse 
componralsM— ffnrii  iniiily cnctnMRevialtipk 

'  CooMMml'imihlhateflmHyiMsaed  AMA 
autdrtiiwi  on  jrcgytenoftot^fta  M>m  drug 
compaotes-EDA^beUfivas  (baLoneof  Ihe-iwliciA  of 
promoMon  in  (he  conlcxi  of  educsliondl  achviiies  is 
the  n»ed  for  special  inducemenis  for.iw«lliieare 


■b  -EniphosTS  an  narwdi/talicmal  entivitres- 
Theflmrouneemeni  «mi  Trromolion  of  Ihe 
meeting' focusesUejW'on' Its- edwcatronal 
contenrthauTwi  leisure  orTecreetional 
activities. 

c.  Aud^efice^ehc^^orr•h^v^^3Uan  or-mailing 
listsfor  Bflpported  activities  are  generated'by 
ihe-salesonrmrketTng  departments  of  the 
supporting-companyxTrHPe  intended  to  reflecl 
sales  ormantetiny  goats  fe:g..  to  reward  high 
prescnbersTjf'rtre  company  ■rproducis.  or  to 
influemre  "opmron  leaders") 

d  Mis leodrrrf;'tJtfe\  The  titledf  the  program 
or  activityfalls'to'fairiy  represent  the  scope 
of  Ihe  presenlatiun. 
5.  Dissemnatton 

Information  about  Ihe-.company^sprodMCl 
presentEdiin'thesctenldnror-fduoalional 
acttvttyte'hjrtherdiBMfnmated  afterthe 
initial  progrsmorpabUcation.iby (KQi  the 
behest  of  thexomfwny.  otherttian^in 
response  lo^n'anBolictted  request  or  through 
an  radepend en t\providffr -as  discussed 
herein."^ 
6-  Complaints 

CorapiauU&frwn.tke  provider,  presenters 
or  atiendee^regardiag-attenipis  by. Ihe 
company.to.iaflMe<u:£>conl8nt. 

C.  FDA'Reliance.x^'Moior  Accrediting 
OrganTzattans 

FDA.cecQgiu2as.the.unportanl.caie 
accrediting  or^anaationafianpi^ym 
ensunog.limt  iitdustry-«poQfio red. educational 
act!  VI ueftapfe  independeni  and 
nonpraBotKMhal.  Jha  agency  ^korfeca^ixes 
the  impoTiaAceef'Bvofduig  undue 
Go«eTiuiuntfn4£r^r«fice.inposl^Eaduai£.and 
c  0  n  tin  uukg^fiduoal  foni /or.hfialtbjoaee 
proiassiooaift.  ttS'tke-sfency  •eekS'to-ensoce 
thatiCOiQpaoy  adverttstag^ndpromoliODal 
aGltvTtMftmeetAppkcaMeUegal  requirements. 
Thus.  theagei»y.jin.anex£rc«aeaf  Iks 
admiiu0tuiweidMcre(i0Q.vwill-ae«k.to.reiyilD 
the  axemt^paMtble-im  aiatonaccrediiing 
organizalioasitainoniiaraMnpany'Supportcd 
educational  aalMnt*e»xoadMct£d  by<their 
acetedited  ^ronders'ancicnaure'diatAMch 
actwiitasiare  lnde^cnotenL•and 
nonpromoluMai. 

Dated.?Nwembei  -TO.rrare. 
MichaerR-Tayfor. 
Dspu^  Commtui£\nefUonPokc^. 
[FR:AK.-«2^JB577rFllBi)ll';^i^^eZ.*«34a  am  j 
BtujMacooc  •%m  si'> 


travel  and  lodftlg  >'ip>w— ■  o«uwtent-wrtt*lhwe 
Suid»i««i„ft«-iu»ikkei>«ttoJae-view«di)y  tb£«gwcy 
as  indicia  of  promoiiao. 

"  Thii  u  coTuislmi  wiih  tecUon  ItBJ.b.  of  ttiM 
docunwni-'Reyeavperformmces  are  permnifid  wben 
ihg  T*e<:Tiien'trTiw»ic't>ythgT)ro^der."pq5>itriy  wlHi 
rpview  bv  8  w  wwaHy  n.op|iHiBod  profeanvfMl 
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pesticide  residue  monitoring  data  on 
computer  diskettes.  This  is  the  second 
annual  comprehensive  compilation  and 
public  release  of  FDA  monitoring  data 
for  pesticide  residues  in  foods.  The 
agency  is  making  the  information 
available  on  computer  diskettes  to 
facilitate  its  dissemination  to  interested 
persons. 

ADDRESSES:  Pesticide  residue 
monitoring  data  on  computer  diskettes 
may  be  ordered  from  the  National 
Technical  Information  Service  INTIS). 
U.S.  Department  of  Commerce.  5285 
Port  Royal  Rd..  Springfield  VA  22161. 
Orders  must  reference  NTIS  order 
number  PB94-501681  and  include  a 
paNTnent  of  $50.00  for  each  copy  of  the 
data  base.  In  addition  there  is  a 
handling  fee  of  $4.00  for  one  copy  of  the 
data  base.  $6.00  for  two  copies,  and 
$8.00  for  three  or  more  copies.  PaNTnent 
mav  be  made  by  check,  money  order, 
charge  card  (Amencan  Express.  VISA, 
or  MasterCard),  or  by  billing 
arrangements  made  with  NTIS.  Charge 
card  orders  must  include  the  charge 
account  number  and  expiration  date. 
For  telephone  orders  or  further 
information  on  placing  an  order  call 
NTIS  at  703-J87-4650. 

FOR  FURTHER  tNFOHMATlOM  CONTACT: 
Marcia  G.  Houston.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFS- 
308).  Food  and  Drug  Administration, 
200  C  St.  SW..  Washington,  DC  20204. 
202-205-4152. 

SUPP1.EMEHTARY  INFORMATTOK:  FDA  iS 
making  available  its  FY  93  pesticide 
residue  monitoring  data  as  a  set  of  three 
personal  computer  diskettes.  The  data 
base  includes  FD.^  pesticide  monitoring 
coverage  and  findings  for  FY  93  by 
country/food  product/pesticide 
combination.  The  data  base  is 
accompanied  by  a  search  program  and 
report  formats,  written  in  dBase  ni+. 
Each  year  FDA  receives  numerous 
requests  for  these  data.  FDA  has 
determined  that  it  uill  facilitate 
dissemination  of  these  data  to  interested 
persons  if  the  agency  provides  for  their 
general  availability  in  a  standardized 
diskette.  A  user's  manual  will  be 
provided  that  contains  installation 
instructions  and  describes  the  structure 
and  content  of  the  data  base. 

Daled;  Ni)vember  10. 1994. 
William  K.  Hubbard. 
Intenm  Depuiv  Commissioner  for  Policy. 
IFR  Doc.  94-28504  Filed  11-17-94:  8:45  ami 
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[Docket  No.  92N-04341 

Citizen  Petition  Regarding  the  Food 
and  Drug  Administration's  Policy  on 
Promotion  of  Unapproved  Uses  o1 
Approved  Drugs  and  Devices;  Request 
for  Comments 

AGENCY:  Food  and  Drug  Administration. 

HHS. 

ACTION:  Notice;  request  for  comments. 

SUMMARY:  The  Food  and  Drug 
Admimstration  (FDA)  is  requesting 
comment  on  a  citizen  petition  from  the 
Washington  Legal  Foundation  (WLF). 
The  petiuon  requests  that  FDA 
withdraw  the  document  entitled.  "Draft 
PoUcy  Statement  on  Industry-Supported 
Scientific  and  Educational  Activities," 
(hereinafter  referred  to  as  the  draft 
policy  statement)  which  was  published 
in  the  Federal  Register  on  No^-ember  27. 
1992.  The  draft  policy  statement  was 
intended  to  provide  guidance 
concerning  educational  and  scientific 
activities  that  may  be  supported  by 
industry  without  causing  them  to  be 
regulated  as  advertising  or  promotional 
labeling.  The  draft  policy  statement  was 
intended  to  facihtate  the  flow  of  reliable 
information  about  FDA-regulated 
products.  Nonetheless,  the  petition 
claims  that  the  draft  pohcy  statement 
and  FDA's  regulation  of  the  promotion 
of  unapproved  uses  generally  are 
contrary  to  the  First  Amendment's 
protection  of  speech  and  interfere  with 
health  care  professionals'  provision  of 
effective  medical  care.  The  petition 
requests  that  FDA  formally  adopt  a 
policy  stating  that,  while  drug  and 
medical  device  manufacturers  should 
not  label  their  products  for  unapproved 
uses,  they  will  not  be  subject  to 
regulatory  action  for  facilitating  the 
dissemmauon  of  ■truthful"  information 
about  such  imapproved  uses.  This 
notice  requests  comments  on  the 
petition  and  certain  questions  regarding 
the  draft  policy  statement  and  FDA 
regulauon  of  promotion  of  unapproved 
uses. 

DATES:  Submit  written  comments  by 
February  16. 1995. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305).  Food  and  Drue  Administration. 
rm  1-23, 12420  Parklawn  Dr.. 
Rockville,  MD  20857 

FOR  FURTHER  INFORMATION  CONTACT:  Ilisa 
B  G.  Bernstein  or  Philip  L.  Chao.  Office 
of  Polio.'  (HF-23).  Food  and  Drug 
Administration.  5600  Fishers  Lane. 
Kockvdle.  MD  20857.  301-443-2831. 


SUPPLEMENTARY  INFORMATION: 
I.  Background 
Traditionally.  FDA  has  regarded 

industry -supported  communication, 
including  scientific  and  educational 
activities  on  human  and  animal  drugs, 
biologic  prooucts.  and  medical  devices 
for  health  care  professionals,  as 
activities  subject  to  regulation. 

In  general,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (the  act)  and  the 
Public  Health  Service  Act.  any  person 
who  wishes  to  introduce  or  deliver  for 
introduction  into  interstate  commerce 
any  new  drug,  biological  product,  or 
new  animal  drug  must  demonstrate  that 
the  product  is  safe  and  effective  for  its 
intended  uses  (see  sections  505(a)  and 
512(a)  of  the  act  (21  U.S.C.  355(a)  and 
360b(a))  and  section  351  of  the  Public 
Health  Ser\'ice  Act  (42  U.S.C.  262)).  Any 
person  who  wishes  to  introduce  or 
deliver  for  introduction  into  interstate 
commerce  a  new  medical  device  must 
either  demonstrate  that  the  device  is 
safe  and  effective  for  its  intended  uses 
or  that  it  is  substantially  equivalent  to 
another  device  for  which  such  a 
showing  is  not  required.  (See  sections 
510(k).  513(f).  and  515(a)  of  the  act  (21 
U.S.C.  360(k).  360c(n.  360e(a)).)  Such 
demonstrations  of  product  safety  and 
efficacy  usually  consist  of  data  and 
information  derived  from  clinical 
investigations  and  presented  as  part  of 
a  markelmg  apphcation.  The  marketing 
apphcation  also  contains  information 
regarding  the  product's  intended  uses, 
the  patient  population  (including  any 
special  conditions,  restrictions,  or 
limitations  for  segments  of  the 
population,  such  as  children,  pregnant 
women,  or  the  elderly),  potential 
adverse  events  associated  with  the 
product's  use.  and  technical  information 
about  the  product  (see.  e.g..  21  CFR 
314.50.  514.1.  601.25.  and  814.20).  If 
FDA  agrees  that  a  product  is  safe  and 
effective  for  its  intended  use.  as 
reflected  in  the  marketing  application,  it 
approves  the  application  and  the  " 
product  s  professional  labeling.'  The 
uses  that  are  approved  by  the  agency  are 
sometimes  referred  to  as  "labeled  "  uses 
because  they  appear  in  the  product's 
approved  labeling.  Uses  that  do  not 
appear  in  the  labeling  and  are  not 
approved  by  the  agency  are  referred  to 
as  "unapproved."  "unlabeled."  "off- 
label."  or  "extra-label"  uses. 

If  labeling  tor  a  drug  or  device  fails  to 
contain  adequate  directions  for  use.  the 


'  In  tne  case  otbioiof^ic  products,  ihe  finn  must 
iniliallv  fiieboinaneslablishmenl  license 
application  ana  a  product  license  application.  Upon 
simultaneous  aooroval.  the  I'lrm  is  granted  a  li.S. 
license.  Once  licensed,  the  firm  mav  enter  me- 
liccnseo  product  inlo  interstate  commerce. 
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drug  or  device  may  be  deemed  to  be 

misbranded  under  section  502(0  of  the 

act  (21  U.S.C.  352(0)  and  subject  to 

seizure  and  other  penalties.=^  .  •  •  recognizes  the  important  role  plaved 

Prescnption  drugs,  prescription  medical     bv  off-label  uses  of  approved  drugs  and 

devices,  and  restricted  medical  devices       medical  devices  in  the  proper  administration 


(Docket  No.  92N-0434/CP1).  The 
petitioner  asks  FDA  to  adopt  a  formal 
new  policy  that: 


are  also  misbranded  unless  "all 
advertisements  and  other  descriptive 
printed  matter  issued  or  caused  to  be 
issued  bv  the  manufacturer,  packer,  or 
distributor"  contain  a  brief  summary  or 
statement  of  the  product's  effectiveness 
or  mtended  uses,  side  effects,  and 
contraindications  (see  sections  502(n) 
and  502(r)  of  the  act  (21  U.S.C.  352(nl 
and  352(r))l.  A  drug  or  device  is 
misbranded  in  accordance  with  section 
502(a)  of  the  act  (21  U.S.C.  352(a))  if  its 
labeling  is  false  or  misleading. 
Additionally,  medical  devices  are 
considered  to  be  misbranded  under 
section  502(o)  of  the  act  (21  U.S.C. 
,15210))  if  a  notice  or  other  information 
was  not  provided  in  accordance  with 
tne  orovisions  of  section  510(k)  of  the 
act.  The  listing  of  unapproved  uses  in 
the  labeling  or  advertising  of  an 
approved  device  results  in  an 
adulterated  medical  device  under 
section  501(f)(1)(B)  of  the  act  (21  U.S.C. 
351(f)(1)(B)). 

FD.^i  has  long  regulated  drugs  and 
devices  (including  biological  products 
and  animal  drugs)  based  on  the 
mtended  uses  for  the  products.  Under 
section  201  of  the  act  (21  U.S.C.  321), 
which  defines  the  terms  "drug"  and 
"device."  the  intended  use  of  an  article 
determines  whether  the  article  is  a  drug 
or  a  device.  The  package  insert  or 
product  manual  (approved  professional 
labeling)  which,  for  approved  and/or 
licensed  products,  physically 
accompanies  the  approved  product,  sets 
forth  the  uses  for  which  the  product  has 
been  demonstrated  to  be  safe  and 
effective.  The  package  insert  and 
product  manual  are  not.  however,  the 
sole  means  by  which  manufacturers 
provide  information  on  their  products  to 
health  care  professionals  and 
consumers.  The  agency  thus  regulates 
products  based  not  only  on  information 
provided  "with"  the  product,  but  also 
based  on  information  disseminated  by 
manufacturers  in  other  contexts,  such  as 
scientific  and  educational  meetings  and 
symposia,  books,  and  articles,  in  part 
because  all  of  these  materials  can  create 
new  intended  uses  for  the  products, 
which  must  be  reflected  in  the  labeling 
of  the  products. 

This  longstanding  regulatory  scheme 
has  been  challenged  in  a  citizen  petition 
filed  by  the  WLF  on  October  22. 1993 


^Biological  products 
and.  therefore,  subpect 
misbranding  provision 


are  also  drugs  or  d 

0  regulation  undei 

1  of  the  act. 


of  health  cart  *  '  '  and  that  declares  that 
FDA  will  not  interfere  in  non-labeling 
activities  of  drug  and  medical  device 
manufacturers  whose  effect  is  to  promote — 
through  the  disseminauon  of  truthful 
medical  information — off-label  (unapproved! 
uses  of  approved  drugs  and  meaical  devices. 

(See  petition  at  page  3.) 
The  petitioner  requests  specifically  that 
the  agency  withdraw  its  Draft  Policy 
Statement  on  Industry-Supported 
Scientific  and  Educational  Activities  (57 
FR  56412.  November  27. 1992).  see 
petition  at  page  3,  and  acknowledge  that 
manufacturers  can  provide  information 
on  unapproved  uses  through  the 
dissemination  of  books  and  through 
scientific  and  educational  activities  for 
health  care  professionals.  (See  petition 
at  pages  7  through  12.  and  17.) 

In  support  of  this  position,  the 
petitioner  argues  that  the  agency's 
policy  on  promotion  of  unapproved 
uses  is  detnmental  to  patient  care.  The 
petitioner  asserts  that  oncologists  and 
orthopedic  physicians  commonly  use 
approved  drugs  and  devices  for 
unapproved  indications  and  believes 
that  the  public  interest  is  best  served  by 
the  widest  possible  dissemination  of 
accurate  information  about  unapproved 
uses.  The  petitioner  views  FDA's  policy 
as  contrary  to  this  interest  and  asserts 
that  FDA  intends  to  prevent  the  ' 

dissemination  of  information  on 
unapproved  uses  and  eliminate  all 
unapproved  uses  of  approved  drugs  and 
medical  devices.  (See  petition  at  page 
11.) 

The  petitioner  also  argues  that  FDA's 
policy  is  legally  imsound.  The 
petitioner  asserts  that  the  act  does  not 
provide  authority  for  such  a  policy  and 
that  the  policy  violates  the  First 
Amendment  to  the  Constitution. 

The  petition  is  based,  in  part,  on 
erroneous  interpretations  of  FDA  policy. 
The  petitioner  asserts,  without  basis, 
that  FDA  fails  to  acknowledge  the 
importance  to  physicians  of  reliable 
information  on  unapproved  uses,  that 
FDA  seeks  to  eliminate  all 
dissemination  of  information  on 
unapproved  uses,  and  ultimately,  that 
FDA  intends  to  eliminate  all 
unapproved  uses  of  FDA-regulated 
products  bv  physicians. 

FDA  disagrees  with  the  petition  s 
characterization  of  FDA  policy.  The 
draft  policy  statement  does  not  prohibit 
discussion  of  unapproved  uses. 
However,  based  on  its  experience.  FDA 
has  found  that  the  promotion  of 


unapproved  uses  by  manufacturers  of 
the  promoted  products  can  subject 
patients  to  unnecessary  and  dangerous 
risks.  Nevertheless,  because  the  petition 
raises  fundamental  Questions  regarding 
FDA's  regulation  of  the  safety  and 
effectiveness  of  therapeutic  and 
diagnostic  products.  FDA  believes  that  a 
full  airing  of  these  issues,  with  an 
opportunity  for  all  interested  parties  to 
comment  in  writing,  will  be  useful  to 
the  agency,  the  regulated  industry,  and 
the  interested  public. 

n.  FDA  Policy  on  Promotion  of 
Unapproved  Uses 

Over  a  decade  ago.  the  FDA  Drug 
Bulletin  informed  the  medical 
community  that  "once  a  Idrugl  product 
has  been  approved  for  marketing,  a 
physician  may  prescribe  it  for  uses  or  in 
treatment  regimens  of  patient 
populations  that  are  not  included  in 
approved  labeling."  The  publication 
further  stated  that: 

unapproved'  or.  more  precisely, 
'unlabeled  uses  may  be  appropriate  and 
rational  in  certain  circumstances,  and  may. 
in  fact  reflect  approaches  to  drug  therapy  that 
have  been  e.xtensivelv  reported  in  medical 
literature  •  •  '  Valid  new  uses  for  drugs 
already  on  the  market  are  often  first 
discovered  through  serendipitous 
observations  and  therapeutic  innovations, 
subsequently  confirmed  by  well-planned  and 
executed  clinical  investigations. 
(See  FDA  Drug  Bulletin  12:4-5. 1982.)3 
The  agency  and  its  representatives  have 
restated  this  policy  on  numerous 
»  occasions.' 

At  the  same  time.  FDA  recognizes  the 
need  to  ensure  that  data  are  generated 
from  adequate  and  well-controlled 
studies  to  determine  a  product's  safety 
and  effectiveness  for  its  intended  uses 
and  that  the  label  of  the  product  can  be 
updated  to  reflect  the  new  uses. 
Promotion  of  unapproved  uses  can 
encourage  physicians  and  patients  to 
make  decisions  based  on  statements  or 
claims  that  are.  in  many  cases, 
supported  by  little  or  no  data.  Thus. 
FDA's  position  is  that  the  promotion  of 
unapproved  uses,  either  by  companies 
or  other  parties  that  benefit  by  the 
promotion,  can  place  physicians  and 


^Similariv.  the  agency  does  noi  Intervene  u 
approveo  use  of  devices  in  the  absence  of  a 


iipnifica 


public  health  concern  c 


signific. 


;  pane 


^  FDA  rtpresenlalives  nave  opscribed  the  policy 
in  professional  lournals.  e  e  ,  N.Bhiiniialc.  S.  L,. 
■  Use  of  DruRS  for  Unlabeled  Indications. "  Amencan 
Family  Phvsictan.  269.  Seplemoer  19S6. 
Nighlingale.  S  L..  -Unlabeled  Use  of  ,^pprovl-d 
DruRS."  Orug  Intonnatton  toumol.  26  141-147. 
1992.  and  in  public  meetings,  e.g..  Young.  F.  E.. 
■"Paving  for  Progress:  Reimoursement  and  Regulated 
Medical  Products.  Speecn  for  ihe  Blue  Cross  and 
lliuc  Shield  Association.    Technoiocv  Management 
Conference.  Chicaeo.  Novemoer  1.  19B8 
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patients  in  positions  where  they  cannot 
make  an  informed,  unbiased  decision.  It 
can  also  decrease  the  incentive  of 
sponsors  to  conduct  the  well-controlled 
clinical  investigations  that  are  necessary 
to  demonstrate  whether  the  produds  are 
safe  and  effective  for  their  mtended 
uses.  Without  well-controlled  trials, 
phvsicians  will  not  have  the 
information  needed  to  opumally  use  the 
product. 

A  product's  intended  use  is  usually 
primarily  a  function  of  the  manner  in 
which  a  company  characterizes  its 
product  in  the  marketplace.  The 
agency's  focus  on  the  company's 
characterization  of  its  product  in  the 
marketplace  leads  naturally  to  an 
examination  of  informauon 
disseminated  by  or  on  behalf  of  a 
company,  in  addition  to  the  approved 
labeling  that  physically  accompanies 
the  product.  'The  indicauons  for  use  set 
forth  in  the  approved  latielmg  provided 
with  the  product  mov  not  necessarily 
reflect  the  uses  for  which  the  company 
is  actually  marketing  its  product.  The 
agency's  experience  over  the  years  in' 
regulating  drug  and  device  safety  and 
effectiveness  has  demonstrated  Ithat 
regulatory  control  over  package  inserts, 
user  manuals,  and  traditional 
advertising  formats  mav  be  rendered 
meaningless  if  the  company  is  free  to 
engage  in  aggressive  promotion  outside 
of  these  formats.  The  agency  has  thus 
traditionally  evaluated  the  promotion  of 
drugs  and  devices  through  vanous  other 
avenues  of  communication,  including 
hooks,  reprints  of  articles  from  scientific 
loumals.  and  scientific  and  educational 
symposia,  to  determine  whether  the 
products  are  being  improperly  promoted 
with  respect  to  the  approved  labeling  for 
the  product. 

This  longstanding  policy  is  best 
reflected  in  the  agency's  application  of 
the  statutory  requirement  that  the 
labeling  of  drugs  and  devices  bear 
adequate  directions  for  use  (See  section 
502(f)(ll  of  the  act).  The  courts  have 
agreed  with  the  agency  that  this 
provision  requires  information  not  only 
on  how  the  product  is  to  tie  used,  but 
also  on  what  the  product  is  to  be  used 
for.  In  Albertv  Food  Products  Co.  v. 
United  States.  185  F.2d  321.  325  I9th 
Cir.  19501,  the  United  States  Court  of 
Appeals  for  the  Ninth  Grcuit  found  a 
product  to  be  misbranded  because  its 
labeling  failed  to  bear  a  description  of 
therapeutic  uses  suggested  by  the 
company  in  newspaper  advertisements. 

Following  the  Alberty  case,  the 
agency  promulgated  a  regulation 
providing  that  the  company's 
responsibility  to  provide  labeling  for  all 
intended  uses  is  broad  and  objective, 
and  reaches  uses  suggested  outside  of 


traditional  labeling  and  advertising 
formats.  The  regulation  provides,  in 
relevant  part,  that  the  term  "intended 
uses  "  refers  to: 

'  "  ■  the  objective  intent  of  the  persons 
legally  responsible  for  the  labeling  of  drugs. 
The  intent  is  determined  by  such  persons' 
expressions  or  may  tie  shown  by  the 
circumstances  surrounding  the  distribution 
of  the  article.  This  ob)ective  intent  may.  for 
example,  tie  stiown  by  latieling  claims, 
advertising  matter,  or  or^l  or  wnUen 
statements  by  such  persons  or  their 
representatives.  It  may  be  shown  by  the 
circumstances  that  the  article  is.  with  the 
knowledge  of  such  persons  or  their 
representatives,  offered  and  used  for  a 
purpose  for  which  it  is  neither  labeled  nor 
advertised  ■  *  ' 

(See  21  CFR  201.128.  See  also  21  CFR 
801.4;  United  Stales  V.  Three  Cartons. 
More  or  Less.  "No.  26  Formula  GMetc." 
132  F.  Supp,  569.  574  (S.D.  Cal.  1952).) 

Information  disseminated  by 
companies  in  contexts  such  as  scientiric 
and  educational  meetings,  symposia, 
books,  and  articles  may  provide 
evidence  of  a  regulated  product's 
mtended  use.  If  these  formats  include 
statements  promoting  a  use  that  is 
inconsistent  with  the  product's 
approved  labeling,  the  product  is 
misbranded  for  failure  to  bear  labeling 
with  adequate  directions  for  use. 

FDA  also  finds  support  for  its  policy 
of  examining  a  broad  array  of 
information  disseminated  by  companies 
in  the  general  grant  of  authority  over 
labeling  and  advertisements.  Section 
201(m)  of  the  ad  defines  the  term 
"labeling"  to  include  all  "written. 
pnnted.  or  graphic"  materials 
"accompanying"  a  regulated  product. 
The  Supreme  Court  has  agreeid  with  the 
agency  that  this  definition  is  not  limited 
to  matenals  that  physically  accompany 
a  product.  "Labeling"  may  include 
materials  that  supplement  or  explain  a 
product  that  are  disseminated  in  direct 
mail,  and/or  otherwise  distributed  by  or 
on  behalf  of  the  company.  The  Court  has 
deemed  the  textual  relationship 
between  the  materials  and  the  products 
to  be  fundamental.  [Kordel  v.  United 
States.  335  U.S.  345,  349-350  (1948).) ' 

The  agency  has  adopted  a  similar 
interpretation  of  the  term 
"advertisement."  which  appears  in 
section  502ln)  of  the  act  (prescription 
drugsl,  and  in  section  502(q)  of  the  act 
(restricted  devices).  Although  the  act 
does  not  define  the  term 


'  See  also  t'nilcd  Stoles  v,  Urbuteit.  335  U.S.  355 

[1W8);  United  States  V  Articles  of  Drvg Cats 

Tupelo  Blossom  US.  fancy Porv Honev."  344  F.  2d 
298  I6th  Cir.  19651;  United  States  v.  Articles  ot 
Pnic.  32  F.R.D.  32  (S.D.  111.  19631;  United  Slates  w 
ti^t  Cartons  Containing  "Plantation  the  Original 
etc..  Molasses.'  103  F.  Supp.  626.  627  IW  D.  N.Y 
19511. 


"advertisement."  section  502(n)  of  the 
act  indicates  that  "advertising"  does  not 
include  materials  regulated  as  labeling. 
In  addition,  the  legislative  histories  of 
the  1938  act  and  the  1962  amendments 
to  the  act  support  a  broad  construction 
of  what  constitutes  "advertising."  Thus. 
the  agency  interprets  the  term 
advertisement  to  include  information 
(other  than  labeling)  that  originates  from 
the  same  source  as  the  product  and  that 
is  intended  to  supplement  or  explain 
the  product.  (See  also  21  CFR 
801.109(d)  that  states  a  prescription 
medical  device  must  bear,  among  other 
things,  labeling  containing  adequate 
directions  for  use  for  all  advertised  uses 
or  it  may  be  considered  to  be 
misbranded.) 

The  statutory  requirement  of  adequate 
directions  for  use  and  the  statutory 
concepts  of  labeling  and  advertisements 
limit  the  ability  of  companies  to 
disseminate  information  on  unapproved 
uses.  However,  because  the  agency 
recognizes  the  importance  of 
dissemination  of  reliable  scientific 
information  on  both  approved  and 
unapproved  uses,  it  has  developed  a 
number  of  policies  related  to 
dissemination  of  such  information. 
In  October  1991.  FDA  informally 
released  an  early  draft  document  called 
"Drug  Company  Supported  Activities  in 
Scientific  or  Educational  Contexts:  Draft 
Concept  Paper  "  (heretnafter  referred  to 
as  the  draft  concept  paper).  The  draft 
attempted  to  clarify  FDA's  position  on 
industry-supported  scientific  and 
educational  activities.  Certain  elements 
of  the  draft  concept  paper  met  soma 
resistance  from  the  regulated  industr)'. 
health  care  professional  organizations. 
and  academic  comHiunilies.  With 
substantial  input  from  these  and  other 
interested  parties,  FDA  developed  the 
draft  policy  statement  which  was 
published  in  the  Federal  Register  on 
November  27. 1992,  for  public 
comment,  and  which  is  now  one  of  the 
subjeas  of  the  WLF  Petition.  The  draft 
policy  statement  is  part  of  an  effort  to 
produce  a  policy  statement  that 
reasonably  accommodates  the  need  for 
industry-supported  scientific  and 
educational  activities  and  the  need  to 
regulate  indusun*"  labeUng  and 
advertising  in  accordance  with  the  act 
and  the  Public  Health  Service  Act.  (See 
Draft  Policy  Statement  on  Industry- 
Supported  Scientific  and  Educational 
Activities  at  57  FR  56412.)  The  draft 
policy  statement  distinguishes  between 
company-supported  scientific  and 
educauonal  activities  that  are 
independent  of  the  influence  of  the 
supponmg  company  and  those  that  are 
not.  The  content  of  independent 
activities  would  not  be  regulated  bv 
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FDA.  The  purpose  of  the  draft  pohcy 
statement  is  to  clanfy  this  distinction. 

The  draft  policv  statement  focuses 
largely  on  the  reiationship  between  the 
supportinK  company  and  the 
inflependent  provider  responsible  for 
developing  the  activity  in  which 
information  is  disseminated.  The  agency 
generally  seeks  to  determine  whether 
the  activity  is  designed  to  t)e  a 
promotional  veiucle  for  the  supponinE 
company's  products  or  an  independenl 
educational  program.  The  dratt  policy 
statement  recommends  that  the 
supporting  company  enter  into'  a  viritten 
agreement  with  the  provider,  making 
I  lear  that  the  funded  event  is  not  to  be 
a  promotional  program  for  the 
supponing  company,  but  rather  is 
intended  to  be  an  independent  scientific 
or  educational  activity,  controlled  in 
content  and  format  by  the  provider  and 
characterized  bv  balance,  obiectivity. 
scientinc  rigor,  and  appropriate 
disclosure  of  financial  support  or 
conflicts  of  interest.  The  drah  poiicv 
statement  states,  in  part,  that; 

lilf  thecompanv  abides  by  such  a  wnncr 
dpreement  and  does  Dot  otherwise 
circumvent  its  purpose,  the  acencv  does  no: 
intend  to  regulate  the  activity  unoer  the 
labeling  and  advertising  provisions  of  the  act. 
nor  under  the  reporting  requirements  related 
to  labeling  or  as  adverusements. 
(.57  FR  56413.) 

Under  the  draft  policy  statement, 
companies  could  provide  financial, 
logistical,  and  technical  support  for  the 
program  without  being  held  responsible 
for  the  program's  content  for  regulatory 
purposes. 

In  preparing  the  draft  policy 
statement.  FDA  conducted  an  extensive 
outreach  effort  with  scientific  and 
health  care  professionals,  industn.-, 
consumer  groups,  and  other  government 
agencies.  FDA  proceeded  in  this  fashion 
because  it  recognized  the  delicate 
balance  required  to  accommodate  the 
need  for  industry-supported  scientific 
and  educational  activities  and  the 
statutory  mandate  that  products  be  sale 
and  effective  for  theu-  intended  uses.  In 
developing  the  draft  policy  statement. 
senior  agency  officials  met  with 
representatives  from  the  American 
KTedical  Association,  the  Accreditation 
Council  for  Continuing  Medical 
Education,  the  Pharmaceutical 
Manufacturers  Association  Inow  called 
the  Pharmaceutical  Research  & 
Manulacturers  oi  America),  the 
.Association  of  American  Medical 
Colleges,  the  Health  Indu.strv 
Manufacturers  Association,  the 
Pharmaceutical  Advertising  Council.  Ih 
.■\niencan  Osteopathic  Association,  thi' 
.•\inencan  Council  on  Pharmaceutical 
Kriucation.  ana  others. 


Written  comments  sutjmitted  to  the 
agency  after  publication  of  the  draft 
pohcy  statement  were  predominantly 
supportive.  Those  supporting  the  draft 
pohcy  statement  mcluaed.  among 
others,  the  Amencan  Medical 
Association,  the  Pharmaceutical 
Manufacturers  Assoaalion.  the 
American  Etental  Association,  the 
Accreditation  Council  for  Continumg 
Medical  Education,  the  Amencan 
Nurses  Association,  the  Amencan 
Academy  of  Family  Phvsiaans.  the 
University  of  Arizona  Health  Sciences 
Center,  the  Universitv  of  Kentucky,  the 
MOET  Institute,  and  the  American 
Association  of  Dental  Schools. 

Most  comments  supported  the  draft 
policy  statement  and  sought  only  coinor 
changes  or  clarifications.  Some 
comments  said  that  the  draft  poUc>' 
statement  was  not  suffiaently 
restnctive.  One  comment  said  that  the 
draft  policy  statement  'represents  a 
cave-in  to  drug  mdustrworganizea 
medicine  pressures."  Other  comments 
argued  that  the  poUcy  exceeded  FDA's 
authonty  under  the  act  or  imiusctiably 
expanded  FDA's  legal  authontv.  Some 
comments  claimed  FDA's  authonty  in 
this  area  is  limited  by  tne  First 
Amendment's  protections  afforded  to 
commeraal  speech  or  that  the  draft 
policy  statemert  restncts  a  company's 
ability  to  engage  in  free  scientific 
exchange.  Several  comments  sought 
clarification  of  the  draft  policy 
statement's  application  beyond  live 
presentations.  Certain  comments 
requested  that  the  draft  policy  statement 
exempt  written  or  other  endunng 
matenals  from  its  scope. 

In  addition  to  dissemination  through 
live.  oral,  independent  and 
nonpromotional  educational  activities, 
such  as  certain  symposia,  intorraauon 
on  unapproved  uses  mav  be 
disseminated  through  the  submission  of 
original  researti  to  peer-reviewed 
publications.  The  agency  has  recognized 
the  need  among  health  care 
profe-ssionals  for  peer  review  and 
dissemination  of  the  latest  significant 
scientific  data  and  information  on  drugs 
and  devices  in  scientific  journals  The 


their  products.  When  health  care 
professionals  request  such  information, 
companies  can  provide  responsive, 
nonpromotional.  balanced,  scientific 
information,  which  may  include 
information  on  unapproved  uses, 
without  subjecting  their  products  to 
regulation  based  on  the  information. 
This  policy  permits  companies  to 
inform  health  care  professionals  about 
the  general  body  of  information 
available  from  the  company. 

Companies  may  also  disseminate 
independently  prepared  educational 
materials  that  contain  product 
information.  As  discussed  above,  the 
agency's  general  exercise  of  regclaton- 
authority  over  company  dissemination 
of  books  and  similar  malenals 
containing  product  information  is  well 
established  in  the  case  law.  However, 
agency  policy  is  to  permit  dissemination 
of  materials  that  are  independently 
prepared,  are  prepared  solely  for 
educational  use.  are  in  the  form  of 
balanced  educational  material,  are  not 
promotional  in  nature,  cover  a  number 
of  different  products,  and  are  not 
associated  in  any  way  with  a 
promotional  campaign  for  a  specific 
product. 

Although  recognized  medical 
textbooks  have  been  disseminated  by 
companies  under  thi  J  policy, 
dissemination  of  materials  that  are  not 
recognized  by  health  care  professionals 
or  are  not  independently  prepared  may 
lead  to  agency  regulation.  Thus,  as  m 
the  matter  raised  by  the  petitioner 
involving  "edited  "  versions  of  a 
recognized  textbook,  the  agency  has 
informed  compames  that  their  products 
may  be  subject  to  regulation  based  on 
the  dissemination  of  books  that  are 
designed  or  edited  by  or  for  the 
company  (so-called  "custom  ' 
textbooks). 

FDA  has  met  with  the  American 
Medical  WritCTs  Association  and  the 
American  Medical  Publishers  regarding 
FDA's  development  of  a  policy 
clarification  that  specifically  addresses 
"enduring  materials,"  (The  term 
enduring  materials  '  refers  to  items 


agenrv  has  thus  followed  a  course  under  such  as  books,  repnnts  of  articles,  and 

which  it  mav  refrain  from  regulating  the  other  printed  material,  as  well  as 

dissemination  of  information  on  programmed  course  materials  and 

unapproved  uses  it  the  dissemination  electronic  or  recorded  matenal  such  as 

involves  submission  of  onemal  research  computer  disks  and  videotape.)  These 

to  peer-twiewed  lournals  groups  voiced  concern  that  application 

Under  current  FDA  ooiicv.  comoanies  of  the  drah  policy  statement  to  endunng 


may  also  disseminate  inlormation  on 
unapproved  uses  in  response  to 
unsolicited  requests  for  scientiiic 
information  from  health  care 
professionals.  Scientific  departments 
wiihin  regulated  comoanies  generally 
maintain  a  large  body  oi  inlormation  on 


materials  would  impede  their 
distnbution  and  the  free  flow  of 
information.  FDA  reiterates  that  it  does 
not  wish  to  regulate  either  oral 
presenutions  or  enduring  materials  that 
are  independent  and  nonpromotional  in 
nat  uri.v 
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FDA  has  also  taken  steps  to  obtain 
more  inronnation  on  unapproved  uses 
of  approved  drug  products  to  facilitate 
approval  of  important  unapproved  uses 
that  are  supported  by  adequate  data.  In 
April  1993.  the  agency  invited  several 
organizations  to  identify  prevalent 
unapproved  uses  that  have  therapeutic 
significance,  and  that  may  be  supported 
or  partiaiiv  supported  by  published  or 
unpubhsned  clinical  data.  The  agency 
indicatea  that  it  would  encourage 
manufacturers  of  the  identified  products 
to  submit  supplemental  applications  for 
those  uses.  FDA  received  over  40 
comments  and  is  presentlv  reviewing 
the  information  that  it  has  received. 

III.  Risks  Associated  With  Unregulated 
Promotion  of  Unapproved  Uses 

Althouah  agency  policy  has  allowed 
companies  several  avenues  for 
disseminating  scientific  information 
concerning  unapproved  uses  of  their 
products.  FDA  has  not  abandoned  its 
general  position  prohibiting  the 
promotion  of  unapproved  uses.  The 
agency  nas  seen  numerous  examples  of 
nsks  associated  with  the  promotion  of 
unapproved  uses  in  a  variety  of 
contexts. 

A.  Post-Infarction  Anti-Arrhythmic 
Agents 

It  is  knoivn  that  patients  after  an  acute 
myocardial  infarction  (AMI.  or  heart 
attackl  wno  have  a  high  rate  of 
ventricular  premature  beats  (VPB's) 
have  a  higher  mortality,  especially 
sudden  oealh.  over  the  year  following 
the  heart  attack,  than  patients  vnth 
fewer  VPBs.  There  are.  moreover, 
plausible  relationships  between 
ventricular  premature  beats  and  death; 
e.g..  a  ventncular  premature  beat  at  the 
wrong  time  can  trigger  ventricular 
tachycardia  (VT).  a  poorly  functional 
rhythm  that  tends  to  degenerate 
ventricular  fibrillation,  which  is  always 
fatal  if  not  reversed.  Still,  regardless  of 
whether  the  relationships  are  plausible, 
the  question  is  whether  lowenng  the 
rate  of  ventricular  premature  beats  will, 
in  fact,  lead  to  fewer  deaths.  FDA  has 
never  accepted  decreased  rate  of 
ventncular  premature  beats  as  a 
surrogate  tor  improved  survival.  In  fact, 
labeling  oi  anti-arrhxlhmics  in  the  late 
1970's  ana  1980's  began  to  emphasize 
that  information  on  post-AMl  use  was 
not  available  and  that  there  was  no 
evidence  m  any  situation  that  anti- 
arrhythmics improved  survival.  No 
sponsor  ever  asked  for  a  survival  claim, 
but  many  practitioners  continued  to  use 
anti-arrhvinmics  because  thev  had  the 
impre.ssion  (which  was  unsubstantiated! 
that  sun'ival  would  be  favorably 
affected  bv  VPB  suppression. 


Early  attempts  in  controlled  studies  to 
see  whether  post-AMI  anti-arrhythmic 
therapy  improved  survival  showed  no 
benefit  and  tended  to  show  an  adverse 
effect  of  the  treatment,  but  the  studies 
were  flawed,  mainly  because  they  did 
not  choose  a  population  with  enough 
\TB's  to  benefit.  The  Cardiac 
.■\rrhythmia  Suppression  Trial  (CASTl 
was  an  attempt  to  get  a  definitive 
answer  by  selecting  patients  with  high 
VPB  rates,  showing  that  a  drug 
suppressed  VPB's.  and  then 
randomizing  the  patients  to  either  that 
drug  or  placebo  to  examine  survival. 
The  initial  drug  screening  period  also 
allowed  exclusion  of  patients  whose 
rh\thm  was  made  worse  by  the  drug 
Ipro-arrhyihmic  effect),  a  recognized 
potential  problem  with  these  drugs. 

This  tnal  showed  a  highly  unexpected 
result.  Rather  than  helping  patients,  the 
drug's  studied  (flecainide  and  encainidef 
caused  a  2.5-fold  increase  in  mortality 
comparea  to  placebo.  A  second  part  of 
the  trial  also  showed  an  adverse 
morbidity  effect  of  moncizine.  another 
anti-arrh\tfimic  agent.  Meta-analvsis  of 
studies  oi  anti-arrhythmic  drugs  m  the 
post-AMI  setting  also  show  adverse 
trends.  There  is  no  anti-arrhythmic 
agent,  except  beta  blockers,  that  has  had 
a  favorable  effect  on  post-AMI  survival. 
Indeed,  when  these  agents  have  been 
properly  studied  in  the  post-AMI 
setting,  they  have  taken,  not  saved, 
lives. 

Despite  the  absence  of  evidence 
showing  the  value  of  post-AMI  VPB 
suppression,  use  of  anti-arrhythmic 
agents  for  that  unapproved  indication 
was  substantial  even  though  drug 
companies  could  not  legally  promote 
antiarrhythmic  drugs  for  the 
unapproved  use.  Given  the  greater 
mortality  in  those  patients  who  received 
the  drug,  this  was  an  imprudent  claim, 
but  it  reflects  the  potential  power  of 
plausible,  but  under-documented  claims 
in  difficult  situations,  e.g.,  where  there 
IS  no  good  treatment  for  a  condition. 

B.  Post-Infarction  Calcium-Channel 
Blockers 

Calcium-channel  blockers  are 
effective  anti-anginal  drugs  that  are 
generally  well  tolerated.  Despite  animal 
Data  that  suggest  potential  benefit 
aunng  and  post-infarction,  many 
siudies  of  post-AMJ  calcium-channel 
blocker  use  have  failed  to  show  benefits, 
and  some  studies  suggest  that  they  may 
cause  harm,  particularlv  in  patients 
•.Mth  poor  heart  funaion.  There  is. 
;nerefore.  no  basis  for  recommending 
Calcium-channel  blockers  for  routine 
post-infarction  use.  In  contrast,  several 
beta-blockers  (such  as  propranolol, 
timolol,  meioprolol.  and  atenolol!  have 


unquestionablv  been  shown  to  improve 
survival  when  given  prophyiactically  to 
people  who  have  had  an  AMI.  Use  of 
beta-blockers  and  calcium-channel 
blockers  toeether  can  lead  to  problems, 
and.  especiallv  in  patients  with  poor 
heart  function,  the  combination  could 
worsen  the  patient's  condition. 
Physicians  are  aware  of  this  and  tend 
not  to  use  the  drugs  together  although 
there  are  many  exceptions  to  this.  To 
the  extent,  however,  that  physicians 
perceive  calcium-channel  blockers  as  a 
substitute  for  beta-blockers  to  reduce 
post-AMI  morbidity  and  leave  patients 
off  beta-blockers,  patients  would  be 
denied  the  benefits  of  the  beta-blocker. 
On  average,  beta-blockers  produce  an 
approximately  25  percent  reduction  in 
annual  mortality. 

In  the  past,  several  manufacturers  of 
calcium-channel  blockers  attempted  to 
encourage  their  use  in  post-AMI 
situations,  and  the  agency  successfully 
rejected  these  attempts.  Extensive 
promotion  of  calcium-channel  blocker's 
for  post-AMI  use  could  have  been 
extremely  damaging  because  the  use  of 
calcium-channel  blocker's  in  the 
population  of  post-AMI  patients,  or 
segments  of  that  population,  appears  to 
be  harmful.  More  importantly,  however, 
increased  use  of  calcium-channel 
blocker's  due  to  the  mistaken 
impression  that  they  have  the  same 
effect  as  beta-blockers  for  post-AMI  use 
would  have  inevitably  decreased  use  of 
beta-blockers  for  this  purpose  and  had 
a  very  substantial  adverse  effect  on  post- 
AMI  survival.  Given  the  many  patients 
who  sustain  an  AMI  each  year,  the  loss 
of  life  would  surely  be  in  the  thousands. 
In  this  instance,  promotion  of  an 
unapproved  use  would  have  been  lethal- 

C.  Botulinum  Toxin  Type  A  and 
Cosmetic  Use 

"BOTOX"  (botulinum  Toxin  Type  A) 
IS  a  licensed  biologic  product  for  use  in 
the  treatment  of  "strabismus  and 
blepharospasm  associated  with 
dystonia."  Currently,  these  are  the  only 
approved  indications  for  use  of  this  very 
deadly  botulinum  toxin.  Nevertheless,  a 
patient  information/education  bulletin 
announced  new  therapies  and 
treatments  using  BOTOX  strictly  for 
cosmetic  purposes.  The  bulletin 
claimed.  "NEW  WRINKLE  REMEDY  •  * 

•  SAFE SIDE  EFFECTS  *  *  *  ARE 

MINIMAL*  *  •  "This  promotion  of  an 
unapproved  use  is  an  egregious  example 
of  promoting  a  potentially  toxic  biologic 
for  cosmetic  purposes. 

D  Unapproved  Uses  of  Approved 
Devices 

Unnecessary  risks  can  also  result  Ironi 
ihe  promotion  oi  unapproved  uses  ol 
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approved  medical  devices.  For  example, 
one  manuiacturer  £  proraouon  of  such 
unapproved  uses  encouraged  physicians 
to  extend  the  use  of  the  device  beyond 
that  which  has  been  proven  to  be  safe 
and  effective.  Other  promotions  of 
unapproved  uses  for  approved  medical 
devices  have  involved  claims  for 
specific  diseases  or  conditions  that  go 
bevond  the  general  claims  that  FDA 
cleared  or  approved.  Under  the  act. 
manufacturers  must  obtain  new 
marketing  approvals  or  clearances  when 
they  promote  an  approved  or  cleared 
device  for  a  new  intended  use. 
Since  the  public  controversy 
surroimdmg  silicone  gel  breast 
implants,  some  entrepreneurs  have 
promoted  various  devices,  such  as  a 
"breast  coil."  as  effective  in  detecting 
leakage  of  the  inner  gel  component  of 
the  implant  to  bodily  tissues.  In 
addition,  some  in  vitro  diagnostic  tests, 
involving  the  examination  of  blood  and 
serum  samples,  hai'e  been  illegally 
promoted  as  capable  of  detecting 
silicone  gel  migration.  To  date,  no 
evidence  has  been  presented  to  validate 
the  efficacy  of  either  of  these  products 
for  this  imapproved  use.  The 
unapproved  use  of  these  devices  may 
result  in  a  misdiagnosis  of  leaking  breast 
implants,  thereby  leading  to 
unwarranted  surgery  to  remove  the 
implant 

Left  unchecked,  the  promotion  of 
unapprm'ed  uses  not  only  can  expose 
patients  to  imnecessary  risks,  but  also 
has  the  potential  to  undermine  the 
product  approval  process.  If  a 
manufacturer  were  free  to  promote  its 
product  for  any  use.  the  manufacturer 
would  have  little  or  no  incentive  to 
conduct  the  necessary  clinical  trials  to 
demonstrate  that  the  produa  is  safe  and 
effective  for  its  intended  uses.  As  a    • 
result,  consumers  would  be  exposed  to 
products  whose  safety  and  effectiveness 
for  the  unapproved  uses  are  unknown. 
In  addition,  consumers  and  health  care 
professionals  may  avoid  or  delay  usmg 
known,  effective  therapies  or  products 
as  a  result  of  the  attention  given  to 
unapproved  uses.  Moreover, 
distinctions  between  approved  and 
investigational  products  would  also  be 
blurred,  and  the  protections  associated 
with  the  use  of  investigational  products 
(.such  as  obtaining  miormed  consent 
from  research  subjects  and  institutional 


unapproved  uses  for  drugs  and  devices 
and  the  need  for  rehable  scientiEc  data 
and  information  on  unapproved  uses  of 
approved  products  has  long  been  a 
difiicult  and  controversial  challenge  for 
the  agency.  FDA  has  given  serious 
consideration  to  these  issues  over  the 
years  and  has  worked  with  health 
professional  organizations  and  other 
outside  parties  to  develop  policies  that 
facilitate  company-supported 
dissemination  of  reliable  scientiEc 
information  in  a  manner  that  is 
consistent  with  the  statutory  mandate 
that  products  be  safe  and  effective  for 
their  intended  uses.  Nonetheless,  the 
pending  WLF  petition  raises  issues  that 
merit  consideration. 

FDA's  pohcies  allow  for  industry- 
supported  scientiEc  and  educational 
activities  and  free  exchange  of 
information  in  a  maimer  consistent  willi 
the  statutory  and  regulatory  goals. 
Because  drugs  and  devices  are  regulated 
based  on  their  "intended  use"  (as 
previously  discussed),  the  agency's 
pohcies  may  have  an  unavoidable  effect 
on  the  dissemination  of  information 
regarding  unapproved  uses  for  approved 
products.  However,  FDA  emphasizes 
that  these  pohcies  are  narrowly  drawn 
and  are  intended  to  further  describe 
FDA's  regulation  of  drugs  and  devices 
(not  speech),  to  ensure  that  sponsors 
demonstrate  that  their  drugs  or  devices 
are  safe  and  effective  for  their  intended 
uses,  and  to  protect  consumers  from  the 
risks  associated  with  the  imapproved 
use  of  drugs  and  devices  whose  safety 
and  efficacy  for  the  unapproved  use 
have  not  been  established.  However,  the 
WLF  citizen  petition  asserts  that  the 
draft  pobcy  statement,  and  FDA's 
regulation  of  the  promotion  of 
unapproved  uses  generally,  interfere 
with  the  First  Amendment  rights  of 
physicians  and  consumers  to  receive 
information  regarding  unapproved  uses. 
Consequently,  FDA  invites  comments 
on  the  WLF  citizen  petition  and  on  the 
following  questions: 

1.  FDA  has  long  recognized  that 
physicians  and  other  health  care 
professionals  may  prescribe  approved 
therapies  for  unapproved  uses.  FDA's 
experience,  as  previously  described, 
demonstrates  that  promotion  of 


professionals?  What  are  the  additional 
risks,  if  any? 

2.  The  WLF  petition  argues  that  the 
draft  policy  statement  and  FDA's 
regulation  of  the  promotion  of 
unapproved  uses  are  not  authorized  by 
the  act.  violate  the  First  Amendment, 
and  prevent  health  care  professionals 
from  providing  "the  best  possible 
medical  care."  The  agency  beUeves  that 
the  draft  pohc\'  statement  and  FDA's 
regulation  of  the  promotion  of 
unapproved  uses  are  consistent  with  its 
authority  and  responsibiUties  under  the 
act.  do  not  violate  the  First  Amendment. 
faciUtate  dissemination  of  accurate 
product  informanon,  and  as  noted 
above,  prevent  patients  from  being 
exposed  to  products  whose  safety  and 
efficacy  for  an  unapproved  use  have  not 
been  demonstrated.  Given  these 
different  considerations,  the  amount  of 
scientific  and  educational  information 
available  to  health  care  professionals, 
and  the  sources  of  information  (other 
than  industry-supported  activities) 
available  to  health  care  professionals, 
does  the  agency  s  implementation  of  its 
statutory  authority  significantly  limit 
health  care  professionals'  access  to 
current,  scientiEcally  valid  information 
regarding  unapproved  uses  for  approved 
prodticls?  Does  the  draft  policy 
statement  restnct  or  faciUtate  access  by 
health  care  professionals  to  current, 
scientifically  vaUd  information 
regarding  unapproved  uses  for  approved 
products?  How  might  the  involvement 
of  de\ice  or  pharmaceutical 
manufacturers  in  the  preparation  or 
dissemination  of  information  on 
unapproved  uses  affect  that 
information? 

3.  The  draft  policy  statement 
acknowledges  tnat  discussion  of 
unapproved  uses  can  be  an  important 
component  of  scientific  and  educational 
activiues-  The  draft  policy  statement 
does  not  prohibit  such  discussion,  but 
encourages  disclosure  of  the  fact  that  a 
product  is  not  approved  in  the  United 
States  for  the  use  under  discussion.  In 
addition,  company-supported  activities 
that  do  not  relate  to  the  company's 
product,  a  competing  produa.  or 
suggest  a  use  for  the  company's  product 
would  not  be  reeulated  as  promotional 
activities  under  the  draft  policy 


review  board  approval  to  ensure  that  the    cause  health  care  professionals  to 


rights  and  welfare  of  research  subjects 
are  protected)  would  be  easily 
circumvented. 

rV,  Striking  the  Proper  Balance:  Issues 
Presented  for  Comment 

Striking  the  proper  balance  between 
the  need  to  regulate  the  promotion  of 


unapproved  uses  may  subject  patients  to    statement.  Given  its  narrow  scope,  how 
serious  and  unnecessary  risks  and  may       might  the  draft  policy  statement 

preclude  health  care  professionals  and 
patients  from  receiving  important 
scientific  information  regarding 
unapproved  uses  for  approved 
products? 

4.  The  WLF -petition  suggests  that 
FDA  adopt  a  formal  policy  stating  that 
FDA  will  not  interfere  in  company- 
supported,  "r.ci-iabsli.'-.g  activities" 


refrain  from  using  other  products  that 
may  represent  Erst-line  therapy  or 
present  less  risk.  Given  the  current 
amount  of  information  available  to 
health  care  professionals,  what  are  the 
added  benefits,  if  any.  of  allowing 
manufacturers  to  promote  imapproved 
uses  of  approved  products  to  health  care 
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whose  effect  is  to  promote-iiirough  the 
dissemination  of  -truthful"  medical 
mformatio— unapproved  uses  of 
approved  drugs  ana  medical  devices 
However.  FDA's  broad  expenence 
re\newing  promoucnal  materials  and 
scientific  data  suggests  that  determining 
whether  information  is  •'truthful"  may 
depend  on  a  vanetv  of  factors,  including 
time,  context,  publication  bias,  lack  of 
strmgent  review  before  pubhcation 
whether  a  published  article  appeared  in 
a  lournal  or  in  a  purchased 
"supplement"  to  a  lournal.  etc.  For 
e.xample.  a  preliminarv  study  mav 
suggest  a  result  that  appears'tnithhil" 
at  the  time  the  preiiminarv  studv  is  first 
announced,  but  subsequent  studies  mav 
tail  to  reproduce  those  results,  disprove 
the  preliminary  result,  or  even  show 
that  the  preliminarv  studv  was  fiawed 
Given  the  wide  vanetv  of  factors,  how 
should  one  determine  whether  the 
intormaiion  in  quesuon  is.  inaeed 
"truthful?" 

The  draft  policv  statement  and  WLF 
citizen  petition,  as  well  as  commems  on 
the  draft  policy  statement  and  peUUon 
may  be  seeii  at  the  Dockets  Management 
Branch  (address  abovel.  Requests  and 
comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Copies  of  the 
draft  policy  statement  and  the  WLF 
citizen  petition  mav  be  requested  in 
witing  from  the  Freedom  of 
Information  Office  (HFI-35).  Food  and 
Drug  Administration.  5600  Fishers 
Lane.  Rockville.  MD  20857. 

Dated:  Novembers.  1994. 
William  K.  Hubbard. 
Interim  Deputv  Commissioner  for  Policy 
IFR  Doc.  94-28506  Fned  11-17-94:  8:45  ami 
eiLUNo  cooe  <ia»4t-r 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Highway  Administration 

Environmental  Impact  Statement; 
Cattaraugus  and  Erie  Counties,  NY 

AGENCY:  Federal  Hiehway 
Administration  IFHVVAl.  DOT. 
ACTION:  Notice  of  intent. 

SUMMARY:  The  FmVA  is  issuing  this 
notice  to  advise  the  oublic  that  an 
environmental  impact  statement  will  be 
prepared  for  a  proposed  highwav  project 
•  n  Erie  and  Cattaraueus  Counties.  New 
^ork. 

FOR  FURTHER  INFORMATION  CONTACT: 
R  ibert  I.  Russell.  Reeional  Director 
New  York  State  Department  of 
Transportation.  125  Main  St..  Buffalo. 
-^Y  14203. 


Harold  J.  Brown.  Division 
Administrator.  Federal  Highway 
Administration.  New  York  division 
Leo  W  O'Bnen  Federal  Building,  9th 
Hoor.  Clinton  Avenue  and  North 
Pearl  Street.  Albanv.  New  York  12207 
Telephone:  (518)  472-3616. 
SUPPLEMENTARY  INFORMATION:  The 
FHWA.  in  cooperaUon  with  the  New 
York  State  Department  of 
Transportation  INYSDOT)  will  prepare 
M  environmental  impact  statement 
(US)  on  a  proposal  to  improve  US  Route 
J.19  in  Ene  and  Cattaraugus  Counties, 
New  York.  The  proposed  improvement 
would  involve  the  28  miles  of  existing 
Route  219  corridor  between  Salamanca 
and  Spnngville. 

The  improvements  on  US  Route  219 
are  needed  to  encourage  economic 
development  in  the  Southern  Tier  of 
New  Y  ork:  remove  truck  traffic  from 
Villages  and  Hamlets;  and  promote 
regional  accessibilitv  within  Western 
New  York. 

Alternatives  under  considerauon 
include  (1)  taking  no  action;  (2) 
widening  the  existing  two-lane  to  four 
where  necessary;  and  13)  constructing  a 
four-lane,  limited  access  highwav  on 
new  alignment.  Incorporated  into  and 
studied  with  the  various  build 
alternative  will  be  design  variation  of 
grade  and  aligrunent. 

Letters  describing  the  proposed  action 
and  soliaung  comments  will  be  sent  to 
appropriate  Federal.  State,  and  local 
agencies,  and  to  pnvate  organizaUons 
and  citizens  who  have  previouslv 
expressed  interest  in  this  proposal  A 
series  of  public  informaUon  meeUngs 
will  beheld  m  Spnngville.  Ellicottville, 
and  Salamanca  between  November  1994 
and  November  1995.  hi  addition,  a 
public  heanng  will  be  held.  Public 
notice  will  be  given  of  the  time  and 

H^ftV.c      ,?u^''"«'  ^'^  hearings.  The 
draft  EIS  will  be  available  for  public  and 
agency  review  and  comment.  Formal 
ii    f  if'^"^'"^  meetings  will  be  held  at 
the  following  locations  and  times 
December  5.  1994-7:00  p.m..  Scoping 
^f.^''"?-  Springville-Griffith  Inslitute 
High  School— Aud..  290  North 
Buffalo  Street.  Spnngville,  New  York 
14141-1393 
December  7  1994-7:00  p.m..  Scoping 
Meeting.  Salamanca  High  School- 
Auditonum.  15  froqums  Drive. 
Salamanca.  New  York  14779 
December  8.  1994-7:00  p.m..  Scoping 
Meeting.  Ellicottville  Central  School 
Cafeteria.  5973  Route  219. 
Ellicottville.  New  York  14731-9719 
To  ensure  that  the  full  range  of  issues 
related  to  this  proposed  action  are 
addressed  and  all  significant  issues 


identified,  comments  and  suggestions 
are  invited  from  all  interested  parties 
Comments  or  questions  concerning  tjiis 
proposed  action  and  the  EIS  should  be 
directed  to  the  NYSDOT  or  FHWA  at 
the  addresses  provided  above. 

Issued  on:  November  4, 1994. 
Harold  J,  Brown, 

Division  Adminislrtitor.  Federal  Highwav 
Administration.  Albany.  New  York. 
IFR  Doc.  94-28342  FUed  11-17-94;  8  45  ami 
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Federal  Railroad  Administration 

(FRA  General  Docket  No.  H-94-6] 

Test  Program  and  Public  Hearing 
Involvmg  Remotely  Controlled 
Locomotives 

AGENCY:  Federal  Railroad 
Administration  (FRA).  Department  of 
Transportation  (DOT). 
ACTION:  Notice  of  test  program  and 
public  hearing. 


SUMMARY:  FRA  is  planning  to  conduct  a 
test  program  of  rail  operations  involving 
use  of  remotely  controlled  locomotives 
to  evaluate  the  safety  of  this  new 
technology  in  which  a  person  can 
operate  a  locomoUve  bv  means  of  a 
radio  remote-control  device  while  not 
physically  within  the  confines  of  a 
locomotive  cab. 

FOR  FURTHER  INFORMATION  CONTACT- 
Rolf  Mowatt-Larssen,  Chief  of  Motive 
Power  and  Equipment  Division,  Office 
of  Safety  (RRS-14),  Federal  Railroad 
Administration,  400  7th  Street  SW 
Washington,  DC  20590  (telephone-  202- 
366-4094). 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  49  CFR  211.51,  FRA  will  conduct  a 
naUon-wide  test  of  rail  operations 
involving  remotely  controlled 
locomotives  (operations  in  which  a 
person  located  outside  a  locomotive  cab 
operates  a  locomotive  by  means  of  a 
radio  remote-control  device).  The 
purpose  of  the  test  is  to  detennine  under 
what  conditions  locomotives  can  be 
operated  from  outside  the  cab  of  a 
locomotive  by  means  of  one  of  several 
different  types  of  remote-control 
devices,  with  the  level  of  safety  required 
by  §  2  of  the  Locomotive  InspecUon  Act 

45  U.S.C.  §23)  and  §229.7  of  the 
Locomotive  Safety  Standards  (49  CFR 
229.7).  which  incorporates  that  statutorv 
provision.  Section  2  of  the  Locomotive  ' 
Inspection  Act  states  that  it  is 

Unlawful  for  any  railroad  to  use  or  pemut 
10  be  used  on  its  line  anv  locomotive  unless 
said  locomotive,  its  boiler,  lender,  and  all 
parts  and  appunenancns  thereof  arc  in  ornp.  r 
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Exhibit  6 

The  FDA  Does  Not  Regulate  The  Practice  Of  Medicine 

'Tong-standing  FDA  policy  permits  a  physician  to  make  a  decision  whettier  to  use 
an  approved  drug  for  uses  beyond  the  labeling" 

David  Kessler,  M.D. 

FDA  Comimssioner 

June  11.1991 


"...physicians  may  use  devices  for  off-label  uses  (This  is  considered  within  the 
practice  of  medicine). .." 

FDA  Compliance  Program  Guidance  Manual 

7382.900(1991) 


"...FDA  does  not  intend  to  involve  and  directly  interact  with  orthopaedic  surgeons 
with  regard  to  restrictions  on  uses  of  medical  devices." 

Paul  Benninger,  M.D. 

Director  of  Dixrision  of  General  &  Restoranve  Devices 

FDA 

July  14, 1993 


'The  FDA  does  not  regulate  the  practice  of  medicine,  nor  should  it.' 

Martin  Yahiro,  M.D. 
Orthopaedic  Medical  Officer,  FDA 
October  15, 1993 


"...a.  physician  can  use  any  product  as  they  determine  appropriate  within  the  scope 
of  their  practice..." 

Kenneth  Feather 

Acting  Deputy  Director 

Office  of  Compliance,  FDA 

January  6, 1994 

"Good  medical  practice  and  patient  interests  require  that  physicians 
use  commercially  available  drugs,  devices,  and  biologies  according  to 
their  best  knowledge  and  judgment.  If  a  physician  uses  a  product  in 
the  practice  of  medicine  for  an  indication  not  in  the  approved  labeling, 
he  or  she  has  the  responsibility  to  be  well  informed  about  the  product 
and  to  base  its  use  on  a  firm  scientific  rational  and  on  sound  medical 
evidence,  and  to  maintain  records  of  the  product's  use  and  effects.  Use 
of  a  product  in  this  manner  as  part  of  the  'practice  of  medidne'  does 
not  require  the  submission  of  an  Investigational  New  Drug 
Application  (IND)  or  an  Investigational  Device  Exemption  (IDE),  or 
review  by  an  IRB,  unless  such  review  is  required  by  the  institution  in 
which  the  product  will  be  used." 

Department  of  Health  &  Human  Services,  Public  Health  Service  Bulletin 

February  1989 


63 


"In  considering  the  petition,  the  agency  has  explained  that  it  has  long  been  on  record 
as  recognizing  the  legitimate  use  of  approved  croducts  for  unapproved  uses  as  part 
of  the  practice  of  medicine.    Furthermore,  the  draft  policy  is  not  intended  to  bar  all 
dissemination  of  information  about  unapproved  uses;  it  is  intended  to  provide 
certain  safeguards  so  that  such  information  wiil  be  reliable." 


JAMA.  January  25,  1995 

Stewan  L.  Nightingale,  MD., 

Associate  Commissioner  for  Health  Affairs, 

FDA 

OrthoDedic  Bone  Screuf  Product 

Liabilir,'  litigation,  MDL  1014 


"The  FDA  does  not  regulate  the  practice  of  medicine,  it  is  prohibited  from  doing  it,  it 
can't  do  it  and  doesn't  do  it." 


jAMA.  January  25,  1995 

John  I.  Cummings,  III,  Esquire 

Plainntfs'  Legal  Committee, 

Re:  Orthopedic  Bone  Screw  Products  Liability 

Litiganon,  MDL  1014 
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Ei/ilors  iVljic  TIms  eiJiionji  is  (lie  (ui[  in  a  scni-s  o/j;iicsr  triiilurinls  ti\M  will  jppciir  in 
Spine  Letter  on  an  occasiunal  bnsis.  \Vc  inviti;  our  reader's  Jijf/enni;  upiniuns,  unj 
welcome  vour  submissions  Mr  acceptance  Jor  i/iis  column. 

FDA's  Authority  Over  the  Practice 
of  Medicine 

By  Dvorak  Richman.JD,  Partner-Elect,  King  and  Spalding 
Jill  Sv/erdloff  Kkin,  JD,  Associate,  King  and  Spalding 


Jn  enacting  the  Federal  Food, 
Drug,  and  Cosmetic  .\ct  (FDCA) 
of  1938,  the  United  States  Con- 
gress recognized  that  the  public 
health  was  best  served  by  allowing 
physicians  to  act  in  the  cest  interests 
of  their  patients  without  government 
interference,  .■\ccordingiy,  the  Food 
and  Drug  Administration  iFDA)  was 
not  given  authority  to  regulate  the 
practice  of  medicine.  This  limit  on  the 
FDA's  junsdiction  permits  physicians 
to  evaluate  current  scientific  and 
clinical  information  regarding  unap- 
proved or  uncleared  uses  of  approved 
and  cleared  drug  products  and  medi- 
cal devices  and  to  prescnbe  and  use 
these  devices  and  drugs  to  provide  the 
safest  and  most  effective  treatment  for 
their  patients. 

Recent  activities  by  the  FDA  sug- 
gest, however,  that  the  agency  may 
be  preparing  to  regulate  physicians' 
use  of  approved/cleared  medical  de- 
vices for  indications  that  are  not 
listed  in  the  product  labeling  ("off 
label  use").  Such  action  by  the  FDA 
would  be  contrary  to  Congressional 
intent,  the  agency's  own  prior  state- 
ments and  actions,  and  judicial 
precedent.  More  importantly,  in- 
jecting a  regulatory  bureaucracy 
into  the  doctor-patient  relationship 
would  not  be  in  the  best  interest  of 
public  health  because  patients  may, 
as  a  result,  be  denied  access  to  treat- 
ments that  are  deemed  most  appro- 
priate by  their  physicians.  For  these 
reasons,  any  attempt  bv  the  FDA  to 
regulate  the  practice  of  medicine 
would  not  only  be  legally  unsupport- 


able.  but  inappropnate  agency  policy. 
Such  regulation  could  also  have  ad- 
verse effects  on  public  health. 

Legislarive  History  and 
FDA  Policy 

There  is  nothing  in  the  language  of  the 
FDCA,  or  its  legislative  history,  that 
suggests  that  FDA  may  use  the  sutute 
to  restnct  a  physician's  practice  of 
medicine.  On  the  contrary,  the  legisla- 
tive history  accompanying  enactment 
of  the  FDCA  clearly  demonstrates  con- 
gressional intent  that  the  FD.A,  not  have 
authority  over  the  practice  of  medicine. 
As  noted  by  the  court  m  Schuler 
(United  States  vs.  9/1  kg  Containers), 
"The  legislative  history  of  the  . .  .  .\ct  of 
1938  is  replete  with  statements  that  the 
statute  was  not  intended  to  regulate  the 
practice  of  medicine.  The  man  who 
guided  the  legislation  through  the  Con- 
gress. Senator  Royal  Copeland.  was  a 
physician,  and  was  undoubtedly  con- 
cerned about  interfering  with  his  pro- 
fession ...  In  enacting  the  1938  Act, 
Congress  clearly  intended  to  avoid  im- 
pinging on  the  practice  of  medicine. ' 

.■\  particularly  good  e.xample  of 
Congressional  intent  relates  to  a  pro- 
posed definition  of  the  term  "drug." 
which  specifically  excluded  the  "regu- 
lation of  the  legalized  practice  of  the 
healing  act"  (S.  Rep.  No.  493.  73rd 
Cong.  2ndSess.  2  |193-t I).  This  defini- 
tion was  later  deleted  by  the  House  as 
unneccessary  on  grounds  that  the  bill 
did  not  undertake  to  regulate  the  prac- 
tice of  the  healing  act  (H.  Rep.  No. 
2755,  74th  Cong.  2nd  Sess.  5  1 1936|), 


Congress  was  equally  rcluci.mi  lo 
encroach  on  the  practice  of  medicine 
e.xcmption  when  it  enacted  the  Drug 
Amendments  of  1962.  The  .Amend- 
ments imposed  a  heavy  regulaiorv 
burden  on  product  manufacturers,  la- 
belers.  and  distributors,  but  did  not 
e.ttend  this  regulatory  burden  to  in- 
clude physicians'  treatment  choices. 
Similarly,  the  Medical  Device  .Amend- 
ments of  1976  imposed  e.xtensive  re- 
quirements on  the  medical  device 
industry  but  did  not  apply  these  re- 
quirements in  any  way  to  the  medical 
profession.  Congress  followed  the 
same  course  in  enacting  the  Safe 
Medical  Devices  Act  of  1990  (SMD.A). 
which  imposed  additional  regulatory 
responsibilities  on  medical  device 
manufacturers  and  distributors  but. 
again,  did  not  extend  these  burdens  to 
physicians.  For  example,  the  SMDA 
imposed  medical  device  reporting  ob- 
ligations on  device  users  (e.g..  hospi- 


^SB  of  approved  mearcat^^ 
rJi-jidevices-forjadtcations.ii^x 
-"WJJtlJSfed^inthelproducti^W- 


lals)  but,  by  definition,  exempted  phy- 
sicians' offices  from  this  responsibility 
The  FDA  has  explicitly  recog- 
nized the  "practice  of  medicine  ex- 
emption" as  evidenced  by  statements 
made  by  the  agency  over  time.  For 
example,  in  1972,  in  the  Preamble  to 
a  Proposed  Rule  Regarding  the  Use  of 
Prescription  Drugs  for  Unapproved 
Uses,  the  FDA  stated  that  "the  physi- 
cian may,  as  part  of  the  practice  of 
medicine,  lawfully  prescribe  a  differ- 
ent dosage  for  his  patient,  or  may 
otherwise  vary  the  conditions  of  use 
from  those  approved  in  the  package 
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insert,  wuhout  informing  or  obtaining 
the  approval  of  I  FDA  | .  This  interpreta- 
tion of  the  Act  IS  consistent  with  con- 
gressional intent  as  indicated  in  the 


Uommissioner  Kessler 
warned  the  medical 
.-■I  community  ttiatptiysicians 
■''^ijre'r-tiowever,  subject  to 
^'S"   tlie  FDA's  enforcement 
'S.sutliority  if  they  promote  a 
■.r_^device  in  an  unapproved  ' 
r-f.-^f-)nanner.".J- 


legislative  history  of  [the  1938  and 
1962  Acts]  .  .  .  Congress  recognized  a 
patient's  right  to  seek  civil  damages  m 
the  courts  if  there  should  be  evidence 
of  malpractice,  and  declined  to  provide 
any  legislative  restrictions  upon  the 
medical  profession." 

Three  years  later,  the  FDA  ex- 
plained the  necessity  for  the  practice 
of  medicine  exemption,  stating  that 
"advances  in  medical  knowledge  and 
practice  inevitably  precede  labeling 
revision  by  the  manufacturer  and  for- 
mal labeling  approval  by  [FDA|. 
Good  medical  practice  and  patient  in- 
terests thus  require  that  physicians  be 
free  to  use  drugs  according  to  their 
best  knowledge  and  judgment.  |Off- 
label  usei  in  the  practice  of  medicine 
IS  not  in  violation  of  the  IFDCAj  " 

More  recently,  the  FDA  again 
confirmed  that  the  agency  does  not 
regulate  physicians'  use  of  approved 
products  for  unlabeled  indications, 
("Preamble  to  Final  Rule  Regarding 
New  Drug.  Antibiotic,  and  Biologic 
Drug  Product  Regulations"  52  Fed 
Reg  1987.52:8803) 

The  FDA  has  specifically  ac- 
knowledged that  there  is  no  differ- 
ence between  its  authority  civir 
physicians'  "off-label"  use   of  drnp 


versus  their  off-label"  use  of  devices, 
as  evidenced  in  a  statement  contained 
in  the  1991  FDA  Compliance  Program 
Guidance  .Manual.  No.  7382,900:  "phy- 
sicians may  use  devices  for  off-label 
uses  (this  IS  considered  within  the 
practice  of  medicine)  ,    ,  " 

In  the  same  vein,  testimony  by  FD.^ 
Commissioner  Kessler  at  a  June  1991 
Congressional  hearing  regarding  unap- 
proved uses  of  liquid  silicone,  inject- 
able collagen  and  Retm  A.  noted  that 
long-standing  FDA  policy  permits  a 
physician  to  make  a  decision  whether 
:o  use  an  approved  drug  for  uses  be- 
yond the  labeling"  (House  Committee 
on  Government  Operations.  Subcom- 
mittee on  Human  Resources  and  Inter- 
governmental Relations.  102nd  Cong,, 
2),  .although  Commissioner  Kessler  used 
the  word  "di^g"  in  his  testimony,  he  was 
referring  to  die  use  of  liquid  silicone  for 
injecdon  and  collagen  for  lip  augmenta- 
tion; both  these  products  are  considered 
by  the  FD.A  to  be  medical  devices.  Thus, 
his  reference  to  the  FDA's  policy  regard- 
ing the  practice  of  medicine  obviously 
includes  devices  as  well  as  drugs. 


September  199-1 

In  this  '.estimony.  Commissioner 
Kessler  wamea  the  medical  community 
that  physicians  are.  however,  subject  to 
ihe  FDA's  enforcement  authority  if 
they  promoie  (as  opposed  to  simply 
use)  a  device  m  an  unapproved  man- 
ner. Promotional  activity  falls  outside 
the  scope  o:'  the  practice  of  medicine 
exemption,  zr.i  thus  Dr,  Kessler's  state- 
ment was  ta'..ored  carefully  not  to  sug- 
gest newaut.ionty  for  the  FD.\  over  the 
practice  of-edicine. 

Judicial  Opinion 

Judicial  opinions  have  consistently  up- 
held the  position  that  the  regulation  of 
physicians  use  of  approved/cleared 
drugs  and  medical  devices  for  unap- 
proved/uncieared  indications  is  outside 
the  FDA's  jurisdiction.  In  Chaney  vs. 
Heckler,  pnsoncrs  sued  the  FDA  for 
failing  to  regulate  prisons'  use  of 
drugs  for  iethal  injection,  .\mong 
other  things,  the  court  stated  (in  re- 
sponse to  the  FDA's  argument  that  the 


SpineScope:  People  inlbe  News 


William  W,  Tipton  Jr,.  MD.  has  been  named  Executive  Vice  President  of  the 
.■\mencan  Academy  of  Orthopaedic  Surgeons  effecuve  October  1.  1994. 

The  office  of  Executive  Vice  President  is  a  new  position  created  by  the 
Board  of  Directors  as  part  of  the  executive  searcn  process,  following  the 
resignation  of  Thomas  C.  Nelson,  who  was  Execuuve  Director  for  more  than 
10  years. 

The  20.000-member  Amencan  Academy  of  Orthopaedic  Surgeons  is  a 
not-for-profit  organization  that  provides  education  programs  for  orthopaedic 
surgeons,  allied  health  professionals  and  the  public,  and  is  an  advocate  for 
improved  patient  care, 

Dr,  Tipton  is  currently  an  associate  clinical  professor  at  the  University  of 
California,  Davis,  Department  of  Orthopaedic  Surgery,  and  practices  ortho- 
paedic surgery  in  Sacramento,  California, 

Dr  Tipton  has  been  very  active  in  Academy  committees  and  programs 
He  is  chairman  of  the  Council  on  Health  Policv  and  Practice  and  was  a 
member  of  the  Board  of  Directors  from  1990  to  1992.  He  was  chairman  of  the 
Boardof  Councilors  in  1992,  having  served  on  that  body  from  1987  lo  1992. 
He  was  also  the  Academy's  alternate  delegate  to  the  American  Medical 
Associ.Tiion's  House  of  Dclcgaies  from  1989  to  1991 

Dr  Tipton  has  been  prcsidcni  of  the  Wcsiem  Orthopaedic  Association, 
.ind  prcsidcni  of  ihc  California  Orthopaedic  Associauon  He  is  vice  presidcnt- 
dcvcloiiiiicMi  lit  the  Orthopaedic  Kescarcli  and  Education  Foundation      ■ 
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Whmie  i.  Ntimber  7 


Spine  Letter 


CllCSt  Editorial 

Cjnnnui'J/rom  pa^e  (F 

limit  on  the  agency's  authority  over  the 
practice  of  medicine  prevented  it  from 
regulating  prisons'  use  of  drugs  for  le- 
thal injections)  that  'ihe  better  expla- 
nation for  the  practice-of-medicine 
exemption  is  that  Congress  did  not 
want  to  interfere  with  physicians'  treat- 
ment of  their  patients.  New  uses  for 
drugs  are  often  discovered  after  FDA 
approves  the  package  inserts  that  ex- 
plain a  drug  s  approved  uses.  Congress 
would  have  created  havoc  in  the  prac- 
tice of  medicine  had  it  required  physi- 
cians to  follow  the  expensive  and 
time-consuming  procedure  of  obtain- 
ing FDA  approval  before  putting  drugs 
to  new  uses.  Thus  Congress  exempted 
the  practice  of  medicine  from  the  Act  so 
as  not  to  limit  a  physician's  ability  to 
treat  his  patients." 

In  United  States  v.  Evers,  Ala- 
bama. 1978,  the  5th  Circuit  Court 
stated,  in  part:  "Congress  did  not 
intend  [FDA]  to  interfere  with 
medical  practice  as  between  the 
physician  and  patient.  .  .  When  phy- 
sicians go  beyond  the  directions 
given  in  the  package  insert  it  does 
not  mean  they  are  acting  illegally  or 
unethically  and  Congress  did  not  in- 
tend to  empower  the  FDA  to  interfere 
v.ith  medical  practice  by  limiting  the 
ability  of  physicians  to  prescribe  ac- 
cording to  their  best  judgment." 

In  applying  the  practice  of  medi- 
cine exemption,  courts  have  not  dis- 
tinguished between  FDA's  regulation 
of  drug  products  and  medical  devices. 
For  example,  in  Schlessing  v.  United 
States,  in  the  9th  Circuit  Court,  1956. 
the  court,  referring  to  health  profes- 
sionals' use  of  a  medical  device,  as- 
serted that  "the  agency  has  no 
jurisdiction  or  authority  to  attempt  to 
regulate  the  practice  of  medicine 
in  the  state." 

Physician's  Duty  to  Act  in 
Best  Interests  of  Patients 

In  enacting  the  FDC.-\,  Congress  chose 
10  rely  on  the  competence  of  physicians 


to  use  ii'.c  safirst  .md  most  cffoclivc 
treatments  avail.ibic  wuluiiu  rcsirict- 
inK  those  treaimcnis  lo  chuiccs  s.inc- 
tioned  bv  the  FDA  Accurdini;ly. 
Congress  did  not  OL-iegJie  lo  the  FDA  any 
autliontv  over  the  pracuce  of  medicine 
This  status  hns  not  been  altered  by  Con- 
gress through  amendments  to  the  ,\ci- 
The  agencv  has  traditionally  respected 
the  practice  of  medicine  exemption, 
and  court  opinions  have  consistently 
recognized  the  congressional  limit  on 
the  FD.As  oversight  of  physicians'  off- 
label  use  of  approved/cleared  drugs 
and  medical  devices. 

Acuons  by  the  ?D.\  to  regulate 
physicians'  use  of  approved/cleared 
medical  devices  would  be  totally  con- 


trary to  congressional  inicnt.  agency 
pr.ictice,  and  legal  precedent.  In  addi- 
iKin.  FDA  intervention  could  have  ad- 
verse effects  on  public  health  by 
Iiniuing  the  abilitv  of  physicians  to 
make  independent  judgments  in  their 
patients  best  interests. 

The  FDA  has.  in  the  past,  relied 
on  the  physician  s  duty  to  act  in  his  or 
her  patient's  best  interests  and  on  the 
threat  of  civil  litigation  to  serve  as 
checks  on  treatment  choices.  Those 
traditional  approaches  are  both  ap- 
propnate  and  effective,  and  there  is 
no  reason,  from  either  a  legal  or  prac- 
tical standpoint,  for  a  change  in  the 
FDA's  handling  of  practice  of  medi- 
cine issues.     ■ 


Strategies  For  Funding 

The  International  Society  for  the  Study 

of  the  Lumbar  Spine 

MacSab/LaRocca  Research  Fellowship  Award 

The  ISSLS  MacNab  URocca  Research  Fellowship, 
esublished  to  promote  and  extend  research  activities 
into  the  cause  and  cure  of  low  back  pain,  is  awarded 
annually  based  upon  the  ments  of  the  applicant,  as 
judged  by  the  Society's  Scientific  Committee. 

Prospective  applicants  for  the  fellowship,  which  currcndy  grants  a 
$15,000  stipend  to  the  recipient,  should  have  completed  formal  training  in  a 
medical  or  allied  specialty.  In  addition,  he  or  she  should  be  involved  in  an 
invesngation  of  a  specific  problem  which  would  be  furthered  by  travel  to  a 
locauon  other  than  their  own. 

Qualified  investigators  may  apply  singly  or  as  a  representative  of  a  group. 
Applicants  should  send  a  letter  to  the  Committee  specifying  the  details  of  the 
topic  to  be  pursued,  the  location  to  which  the  fellow  would  travel  to  further 
studv,  and  the  expectations  of  what  is  to  arise  from  the  venture.  In  addition, 
applicants  should  include  a  cumculum  vitae  for  each  proposed  investigator 
and  a  sutement  of  sponsorship  of  the  applicant  from  a  member  of  the  Society, 
as  well  as  a  letter  from  the  institution  the  applicant  intends  to  visit,  confirming 
acceptance  of  the  visit.  Four  copies  of  all  documents,  as  well  as  of  the  host 
researcher's  cumculum  vitae.  should  be  submitted. 

.Applications  for  the  1995  competition  must  be  received  by  January  1. 
1995  The  selection  will  be  announced  at  the  annual  meeting  of  ISSLS  to  be 
held  in  Helsinki.  Finland  injune.  1995.  The  1995  Fellowship  Award  recipient 
should  be  prepared  to  present  a  report  of  his  or  her  efforts  to  the  1996  annual 
meeting  of  the  Society 

Applicants  should  be  sent  to. 
ISSLS 

Sunnybrook  Medical  Centre,  A  309 
2075  Bayview  Avenue 
Toronto.  Canada  M4N  3M5 
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Exhibit  7 


trniTSD  STATES  DISTRICT  COOHT 
FOR  THE  DISTRICT  OF  COICMBIA 


WASHIKGTOH  LEGAL  FOUNDATION, 
Plaintiff, 


DAVID  A.  KSSSLER,  in  his  official 
capacity  as  Cosimisaionar ,  Pood 
and  Drug  Administration 

and 

DONNA  SHAIAIA,  in  her  official 
capacity  as  Sacrarary,  U.S.  Dept. 
of  Health  and  Human  Services, 

Oafandants. 


Civil  Action  No.  94-1306 
(RCL) 


FILED 

MAR  0  9  ^995 

Cl£S!C  U.S.  DISTRICT  COUSt 
DSIRICT  OF.  COLUMBIA 


ORDER 

For  the  reasons  set  forth  in  the  accompanying  Memorandum 
Opinion,  defendants'  motion  to  dismiss  is  hereby  DENIED. 


SO  ORDERED. 


'woyce  C.  Lamberth 
United  States  District  Judge 


Date: 


^-  ^-  f  r 


68 


UNITED  STATES  DISTRICT  COURT 
FOR.  THE  DISTRICT  OF  COLUMBIA 


WASHINGTON  LEGAL  FOUNDATION, 
Plaintiff, 


DAVID  A.  KBSSLER.  in  his  official 
capacity  as  Conniseioner,  Food 
and  Drug  Adainistration 

and 

DONNA  SHALAIA,  in  her  official 
capacity  as  Secretary,  U.S.  Dept. 
of  Health  and  Human  Services, 

Defendants. 


Civil  Action  No.  94-1306 
(RCL) 


FILED 

MAR  0  9  1995 

CLERK.  L.S.  DISTRICT  COUBt 
DISTRICT  OF  COLUMBIA 


MEMORANDUM  OPINION 
Plaintiff  Washington  Legal  Foundation  ("WLF") ,  a  piiblic 
interest  law  and  policy  center  based  in  Washington,  D.C.,  has  filed 
suit  in  this  court,  alleging  that  the  Food  and  Drug  Administration 
("FDA")  has  adopted  a  policy  which  violates  the  First  Amendment 
right  of  certain  members  of  WLF  to  receive  information  concerning 
"off-label"  uses  of  various  drugs  and  medical  devices. 
Specifically,  plaintiff  claims  that  the  FDA  has  adopted  an  agency 
policy  which  prohibits  manufacturers  of  drugs  and  medical  devices 
from  distributing  or  assisting  in  the  distribution  of  information 
relating  to  off-label  usage  of  these  products  except  under  certain 
narrowly  defined  circumstances.  Plaintiff  seeics  an  order  from  this 
court  declaring  the  FDA  policy  unconstitutional  and  enjoining  the 
agency  from  enforcing  it.  The  FDA  contends  that  it  has  not  adopted 
a  final  agency  position  regarding  manufacturer-supported 
distribution  of  information  concerning  off -label  usage,  and  that 
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plaintiff's  ciaxn  ic  therefore  preiiature.  How  pending  before  the 
court  is  the  defendants'  motion  to  dismiss  for  lack  of  3ubject 
natter  jurisdiction,  red.  R.  Civ.  P.  12(b)(1),  or  for  failure  to 
state  a  claim  upon  which  relief  can  be  granted,  Fed.  R.  Civ.  P. 
12(b) (6).  For  the  reasons  set  forth  belov,  the  defendants'  notion 
will  be  denied. 

I .    Factual  Background 

The  FDA  derives  its  authority'  to  regulate  various  aspects  ot 
zhe  medical  and  pharmaceutical  industries  from  a  complex  statutory 
and  regulatory  scheme,  a  major  portion  of  which  is  embodied  in  the 
Federal  Food,  Drug,  and  Cosmetic  Act,  21  U.S.C.  §  301  et  seg. .  and 
the  regulations  promulgated  thereunder.  One  of  the  FDA's 
responsibilities  under  this  scheme  is  to  ensure  that  any  new  drug 
or  class  111  medical  device  sought  to  be  introduced  into  interstate 
commerce  is  safe  and  effective  for  each  of  its  intended  uses.  21 
U.S.C.  §  355(a)  et  sea.  Another  duty  of  the  FDA  is  to  ensure  that 
such  products  are  accompanied  by  leibeling  information  which  sets 
forth  the  uses  for  which  the  product  has  been  found  to  be  safe  and 
effective.  It  is  unlawful  to  introduce  into  interstate  commerce 
any  human  drug  or  medical  device  which  has  not  been  demonstrated  to 
be  safe  and  effective  for  each  of  the  intended  uses  set  forth  in 
this  labeling.  Sgg  21  U.S.C.  §§  331(a)  and  (d)  .  "Labeling"  is 
defined  to  include  all  "written,  printed,  or  graphic"  materials 
"accompanying"  a  product,  21  U.S.C.  §  321(m),  and  it  is  clear  that 
supplementary  or  explanatory  information  disseminated  by  the 
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producer  of  a  drug  or  device  may  constitute  "labeling,"  rtgardless 
of  whether  it  physically  accompanies  the  product.  E.g. .  Kordel  v. 
united  States.  335  U.S.  345,  349-50  (1948). 

At  issue  in  this  case  are  activities  of  drug  and  medical 
device  manufacturers  which  the  FDA  contends  amount  to  improper 
labeling  of  medical  products.  Two  practices  in  particular  have 
attracted  the  attention  of  the  FDA.  The  first  involves  tlie 
distributicn  by  manufacturers  to  doctors  of  so-called  "enduring 
materials"  (such  as  medical  journals,  articles,  and  textbooks) 
which  contain  infomation  regarding  "off-label"'  uses  of  the 
manufacturer's  products.  The  distribution  of  enduring  materials  to 
health  care  professionals  appears  to  be  a  common  tool  for 
manufacturers  seeking  to  maintain  good  customer  relations  wi-th. 
those  who  purchase  their  products.  Tbe  other  practice  with  which 
tbe  FDA  has  become  concerned  is  manufacturer  support  of  scientific 
or  educational  activities  (such  as  medical  symposia)  at  which  off- 
label  uses  of  the  manufacturer's  products  are  discussed  or 
demonstrated.  Again,  sponsorship  of  medical  symposia  and  the  like 
is  a  common  public  relations  practice  for  manufacturers  of  medical 
products . 

According  to  WLF,  the  FDA  has  determined  that  each  of  tb«s« 


'"Off -label"  usage  refers  to  the  use  of  a  drug  or  device  in  a 
manner  not  approved  by  the  FDA  and  not  set  forth  in  the  product's 
lidseling  materials.  While  manufacturers  may  not  thenselves  promote 
such  uses,  it  is  not  unlawful  for  doctors  to  employ  or  prescribe 
medical  products  for  "unapproved"  uses.  Indeed,  tbe  FDA  claljaa 
that  it  has  "long  recognized  the  important  role  that  soae 
unapproved  uses  may  play  in  the  practice  of  medicine."  Def.'s  Mem. 
Supp.  M.  Dis.  at  9. 
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activities  constitutes  laproper  libelir.g  and/or  promotion  when  It 
involves  the  distribution  of  naterials  or  Gponsorship  of  activities 
in  which  off-labol  usage  of  one  of  tho  manufacturer's  products  is 
discussed.  VTLF  further  contends  that  this  deternir.ation  has  taken 
the  form  of  a  specific  agency  policy  which  the  FDA  has  been 
enforcing  for  several  years  against  medical  product  manufacttirera, 
and  which  it  intends  to  continue  to  enforce  in  the  future.  In 
support  of  its  argiuaent  that  the  FDA  has  adopted  a  finail  agency 
policy,  WLF  includes  as  exhibits  to  its  complaint  letters  from 
representatives  of  the  FDA  to  manufacturers  regarding  the 
manufacturers'  plans  to  distribute  certain  enduring  materials  to 
physiciajiB.  One  such  letter  concerns  a  company's  plans  to  reprint 
and  distribute  to  medical  specialists  selected  chapters  from  a 
standard  oncology  textbook.  According  to  WLF,  these  chapters 
diacUBsed,  inter  alia.  off-label  uses  of  nany  different 
manufacturers'  products  besides  those  of  the  company  seeking  to 
dietribute  the  reprints.  In  the  letter,  the  FDA  representative 
told  the  cotopany  that  the  planned  distribution  was  "unacceptable," 
but  that  "[t]he  entire  unaltered  textbook  could  possibly  ba 
distributed  as  a  'service'  of  [the  company,]  assuming  that 
discussions  of  uses  of  [the  company's]  drugs  do  not  constitute  a 
major  portion  of  the  book."   Compl.  Att.  1,  Ex.  B. 

As  further  support  for  its  contention  that  the  FDA  has  adopted 
final  policy  concerning  distribution  of  off -label  usage 
information,  VTLF  cites  a  letter  written  by  Ronald  Johnson,  Director 
of  the  FDA's  Office  of  Compliance,   Center  for  Devices  and 
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Radiolocical  Health,  ro  a  company  which  had  helped  sponsor  a 
progreun  entitled  "Pedicle  Fixarion  oi  the  Lumbar  Spine  and  Other 
Advanced  Tecimiques.  ■'  In  this  letter,  Mr.  Johnson  stated  that 
"|;t]he  Food  «md  Drug  AdminiBtration  has  reviewed  proriotional 
materials  showing  that"  the  company  "promoted"  off-label  uses  for 
its  products  at  the  program.  Compl.  Att.  1,  Ex.  E.  Mr.  Johnson 
appears  to  have  made  this  determination  based  on  the  contents  of  a 
promotional  brochure  which  purporredly  showed  that  an  individual 
"associated  with"  the  company  had  provided  informarion  and  devices 
used  during  the  "hands  on"  training  portion  of  the  program.  In  the 
letter  to  the  manufacturer,  Mr.  Johnson  states  tJiat  " [ s ] upporting 
such  programs  and  providing  devices  for  the  purpose  of  hands-on 
training  in  the  use  of  the  devices  for  this  unapproved  use 
constitutes  promotion  of  the  devices  for  such  use."  Id.  Tlxe 
letter  goes  on  to  state  that  the  "FDA  requests  that  [the  company] 
cease  sponsoring  promotional  programs  which  detail  the  use  of  yoxir 
devices  for  this  unapproved  use,  and  that  [the  company]  cease 
supplying  devices  to  programs  which  include  information  and  'hands 
on  training'  for  the  use  of  your  devices  in  this  procedxire."  Id^ 
The  letter  closes  with  Mr.  Johnson's  request  for  "a  written 
response  detailing  your  plans  to  correct  these  violationg.  and  your 
intentions  to  comply  with  this  Warning  Letter."  Id.  [emphasis 
supplied)  . 

The  FDA  maintains  that  it  has  not  adopted  a  final  agency 
policy  regarding  manufacturer  distribution  of  information 
concerning  off -label  usage.    In  support  of  this  argument,  FDA 
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describes  Lz3  s-candara  procedure  for  'amulatir.g  :fl_nai  agency 
policy  and  no^es  that  this  procedure  has  not  yet  been  conpletcd. 
FDA  contends  -cjat  so  long  as  the  agency  fias  not  released  a  formal 
policy  statement  or  instituted  an  enforcement  action  against  a 
manufacturer,  — ^^ere  is  no  "final  agency  action"  reviewable  in  this 
court.  Det.  'a  Hem.  supp.  M.  Dis.  at  23.  The  FDA  is  quite 
mistaken.  NeverthelesB,  because  the  procedure  by  which  the  FDA 
formulates  agency  policy  is  relevant  to  this  case,  a  brief 
description  of  that  procedure  is  warranted. 

The  FDA  claims  that  it  is  in  the  process  of  revising  ita 
policies  on  industry-supported  promotion  of  off-label  uses  of 
medical  products.  As  part  of  this  process,  the  FDA  published  a 
"Draft  Policy  statement  on  Industry-Supported  Scientific  and 
Educational  Activities"  ("Draft  Policy  Statement")  in  the  Federal 
Register  in  November  of  1992.  57  Fed.  Reg.  56412  (Nov.  27,  1992). 
By  its  terms,  this  Draft  Policy  statement  represents  a  tentative 
agency  position  concerning  how  the  FDA  intends  to  distinguiah 
between  manufacturer-supported  activities  "that  are  otherwiae 
independent  from  the  promotional  influence  of  the  supporting 
company  [and  are  therefore  permaBsible]  and  those  that  are  not  [and 
therefore  violate  the  Federal  Food,  Drug  and  Cosmetic  Act]."  Id. 
The  Draft  Policy  Statement  sets  forth  a  number  of  criteria  that  the 
FDA  considers  useful  in  distinguishing  between  independent  and 
impermissibly  isanufacturer- influenced  activities.  Central  to  the 
scheme  proposed  in  the  Draft  Policy  Statement  is  FDA 'a 
recommendation  that  companies  wishing  to  support  activities 
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involving  discussion  of  off-label  uses  anter  into  written 
agreements  with  t-=.e  "providers"  of  the  activities.  Such  a  written 
agreement  should  "raflecr  that  the  cojapany  ai^d  provider  agree  that 
the  activity  is  ro  be  educational  and  nonpromoticnal  and  that  the 
company  has  taken  sT:eps  to  ensiire  that  it  has  no  role  in  the  design 
or  conduct  of  the  program  that  might  bias  the  treatment  of  the 
topic."  Id.  at  56413.  The  FDA  maintains  that  the  policies  and 
procedures  described  in  the  Draft  Policy  Statement  have  not  yet 
been  adopted  as  official  FDA  polici',  and  that  the  agency  is  still 
in  the  process  of  formulating  its  final  policy  statement. 

In  October  =f  1993,  plaintiff  WLF  filed  a  Citizen  Petition^ 
with  the  FDA  pursuant  to  21  C.F.R.  §  10.30.  In  its  petition,  WLF 
claims  that  the  FDA  has  "a  strong  aversion  to  the  dissemination  of 
information  regarding  off -label  uses  of  drugs  and  medical  devices," 
Citizen  Petition  at  2 ;  that  the  FDA  has  attempted  to  act  beyond  the 
zunbit  of  its  statutory  powers  in  regulating  such  activities;  and 
that  the  FDA,  through  its  Draft  Policy  Statement,  warning  letters, 
and  other  means,  ias  successfully  intimidated  manufacturers  into 
not  distributing  off-label  usage  information.  According  to  WLF, 
the  FDA's  actions,  in  the  aggregate,  amount  to  a  formal  agency 
policy  which  impermissibly  trammels  the  First  Amendment  rights  of 
manufacturers  and  doctors  to  disseminate  and  receive,  respectively, 
this  information.  Id.  at  12-15.  The  petition  requests  that  the 
FDA  formally  withdraw  its  Draft  Policy  Statement  and  adopt  a  policy 


^citizen  Petition  of  Washington  Legal  Foundation  to  Food  and 
Drug  Administration  (Oct.  22,  1993)  (hereinafter  "Citizen 
Petition").   Comol.  Att.  1. 
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which 

recognizes  t^^e  iaportan"  role  played  by  off-label  uses  of 
approved  drugs  and  medical  devices. . .and  thar  declares 
that  FDA  will  nor  interfere  in  non-labeiing  activities  of 
drug  and  nedical  device  manufacturers  whose  eifect  is  to 
promote — through  the  diSBcmination  of  truthful  medical 
information — off-label  uses  of  approved  drugs  and  medical 
devices. 

UL.  at  3 .  •    - 

FDA  regulations  provide  that  the  agency  must  respond  to  a 

Citizen  Petition  within  180  days.   21  CF.R.  S  10.30(e)(2).   The 

FDA  may  respond  in  one  of  t-'iree  ways:  it  nay  1)  grant  the  petition; 

2)   deny  the  petition;   or  3)   provide  a  "tentative"  response 

infominq  the  petitioner  that  the  agency  requires  additional  tiae 

to  respond.   Id.   VTLF  maintains  that  FDA  offered  no  response  at  all 

to  WLF's  petition  until  July  14,  1993 — sons  270  days  after  VfLF 

filed  its  petition,  and  several  weeks  after  HLF  filed  the  present 

lawsuit.   The  FDA's  response  to  WLF'a  petition  was  a  statement  of 

its  intention  to  publish  the  petition  in  the  Federal  Register  for 

public  comment,  with  the  indication  that  it  would  act  on  the 

petition  after  reviewing  those  comments.''  At  oral  argument  on  the 

present  notion,  counsel  for  FDA  indicated  that  the  administrative 

review  process  is  on-going  and  that  tbo  agency  will  require  at 

least  one  more  year  to  complete  this  process  and  release  a  final 

agency  position  on  the  off-label  usage  issue.  Despite  FDA's  claims 

to  the  contrary,  WLF  maintains  that  FDA  has  in  fact  been  enforcing 


^The  FDA  did  subsequently  publish  a  Notice  of  Filing  in  the 
Federal  Register  wherein  the  agency  solicited  public  comments  on 
WLF's  Citizen  Petition.  Comments  on  the  petition  were  due  no  later 
than  February  16,  1995.  SlSS.  59  Fed.  Reg.  59820  (November  IB, 
1994) . 
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a  clearly  daf ined  policy  concerning  manufacturer  supporr  of  off- 
label  -Lses  since  1992.  VfU"  alleges  tliat  this  policy  is 
unconsritutional  and  seeXs  an  order  froD  tiis  courr  pursuant  to  the 
Administrative  Procedure  Act,  5  U.S.C.  5  701  et  seq. .  declaring 
that  tiie  policy  violates  the  First  Amendment  rights  of  WIiF's 
aembers  and  en-]oining  the  FDA  from  continuing  to  enforce  thft 
policy. 

II.   Hot ion  to  Dismiss 

Defendants  move  to  dismiss  WLF'a  suit  on  a  number  of  grounds. 
First,  defendants  argue  that  the  doctors  who  are  members  of  WLF  and 
who  claim  to  have  been  harmed  by  the  alleged  FDA  policy  do  not  have 
standing  to  maintain  this  lawsuit.  According  to  FDA,  the  doctors 
have  not  experienced  any  direct  harm  as  a  result  of  FDA's  action, 
therefore  no  "case  or  controversy"  exists  as  between  these  doctors 
eind  the  FDA.  FDA  also  argues  that,  in  addition  to  WU's  lack  of 
stamding,  its  claims  axe  not  ripe  for  judicial  review.  Finally, 
FDA  asserts  that  this  court  does  not  have  jurisdiction  to  order  the 
relief  sought  by  VTLF.  Because  each  of  these  contentions  is  without 
merit,  defendants'  motion  to  dismiss  will  be  denied. 

In  resolving  a  motion  to  dismiss,  the  plaintiff's  factual 
allegations  must  be  prestimed  true  and  liberally  construed  in  favor 
of  the  plaintiff.  Phillips  v.  Bureau  of  Prisons.  591  F.2d  966,  968 
(D.C.  Cir.  1979)  (citing  Hiree  v.  Dekalb  County.  Georgia.  433  U.S. 
25,  27  n.2  (1977))  .  In  addition,  the  plaintiff  must  be  given  every 
favorable  inference  that  may  be  drawn  from  his  allegations  of  fact. 
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scheuer  v.  ?hot&5.  -.16  U.S.  232,  236  (19741.  Dismissal  is  oiUy 
apprapriate  Lf  lz  appears  beyond  doubt  tjiat  no  sat  of  facts 
proffered  ir.  support  of  plaintiff's  claim  would  entitle  him  to 
relief.  Haynesworth  v.  .Miller.  820  F.2d  1245,  1254  (D.C.  Cir. 
19871  . 

A .    Standir.g 

Defendamts'  contention  that  WLF  lacks  standing  to  maintain 

this  euit  is  insubstantial ,  and  it  need  not  detain  the  court  long. 

An  organization  say  have  ■ representational"  standing  to  sue  on 

behalf  of  its  neitbers  provided  there  is  an  injury-in-fact  to  at 

least  one  of  the  organization's  members.  Hunt  v.  Washington  State 

Apple  Advert isir|i7  (-r.mn''n.  432  D.S.  333  (1977).   The  Supreme  court 

has  set  forth  the  following  three-part  test  for  determining  whether 

am  orgemization  may  asserr  representational  standing: 

[A]n  association  hsis  standing  to  bring  suit  on  behalf  of 
its  members  when:  (a)  its  members  would  otherwise  have 
standing  to  sue  in  their  own  right;  (b)  the  interests  it 
seeks  "za  protect  are  germane  to  the  organization's 
purpose;  eind  (c)  neither  the  claim  aaserred  nor  the 
relief  requested  requires  the  participation  of  Individual 
nembers  in  the  lawsuit. 

Id.  at  34  3.   It  is  clear  that  WLF  meets  each  of  these  three 

requirements . 

1.   Member  Standing 

As  counsel  for  the  defendants  conceded  at  oral  argvunent,  there 

exists  an  enforceable  First  Amendment  right  to  receive  information. 

S££  Virginia  Pharmacy  Bd.  v.  Virginia  Consimer  council.  425  U.S. 

748,   756   (1975)   (holding  that   "where   a   [willing]   speaker 

exists... the  protection  afforded  [by  the  First  Amendment]  is  to  the 
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coannunicarion,  zz  its  source  and  ta  its  recipients  both")  (emphasis 
added).  FDA's  assertion  that  VfLF's  namber-doctors  have  no 
enforceable  Firsr  Amendment  rights  as  against  FDA  is  the  product  of 
a  remarkably  crabbed  reading  of  WLF's  complaint.  The  thrust  of 
defendants'  argunent  is  that  because  the  Draft  Policy  statement  is 
directed  at  drug  manufacturers  and  not  doctors,  the  alleged  ham 
suffered  by  WLF's  doctor-members  is  not  "traceable"  to  any  action 
on  the  parr  of  FDA.  However,  as  even  a  cursory  reading  of  VfLF's 
complaint  aakes  clear,  VTLF  is  alleging  that  the  FDA's  actions  with 
respect  to  manufacturer-supported  distribution  of  off-label  usage 
information  have  resulted  in  a  significant  curtailment  of  this 
source  of  information  to  doctors.  The  law  is  clear  that  where  a 
law  or  other  official  act  has  resulted  in  the  silencing  of  an 
otherwise  willing  speaker,  those  who  wished  to  receive  information 
from  that  speaker  may  challenge  the  constitutionality  of  the  law  or 
act.  Id.  at  756-57.  Thus,  there  is  no  question  that  the  doctors 
on  whose  behalf  WLF  seeks  to  maintain  this  lawsuit  would  have  bad 
standing  to  sue  "in  their  own  right"  had  they  chosen  to  do  so. 
HUafe,  432  U.S.  at  343.* 


*FDA  argued  that  this  court's  ruling  in  Action  for  Children's 
Television  v.  FCC.  827  F.  Supp.  4  (D.D.C.  1993)  (Lamberth,  J.) 
stands  for  the  proposition  that  organizations  representing 
listeners  lack  standing  to  challenge  regulatory  actions  of  the  FCC, 
and  that  this  holding  is  fatal  to  WLF's  claim  that  it  has  standing 
to  sue  the  FDA  on  behalf  of  its  members.  FDA  is  mistaken.  This 
court  specifically  noted  in  AFCT  that  the  D.C.  Circuit  decision  in 
Illinois  Citizens'  Committee  for  Broadcasting  v.  FCC.  515  F.2d  397 
(D.C.  Cir.  1975)  was  dispositive.  h£Sl,  827  F.  Supp.  at  12.  In 
Illinois  Citizens' ,  the  court  held  that  a  listener  gxoup  did  not 
have  standljig  to  challenge  the  nroc^'^ure  by  which  the  FCC  issued 
"notices  of  apparent  liability"  to  broadcasters;  however,  the  court 
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2.  Sencananess 
Although  the  defendants  do  not  allege  that  VTLF's  complain-t 
fails  the  second  prong  cf  the  Hunr  test,  the  court  notes  that 
standing  questions  are  lurisdictional  and  can  therefore  be  raised 
at  any  tiae  and  are  never  waived.  It  seeiiiB  prudent,  then,  to  note 
that  plaintiff's  complaint  alleges  that  Washington  Legal  Foundation 
"devotes  a  substantied.  portion  of  its  resources  to  defending  the 
rights  of  individuals  and  businesses  to  go  Jibout  their  affairs 
without  undue  interference  from  government  regulators."  Compl.  I 
5,  As  such,  the  court  finds  that  the  interests  sought  to  be 
protected  in  the  present  suit  are  "germane  to"  WU's  organizational 
purpose.   Hunt.  432  U.S.  at  343. 

3.  Participation  of  individual  Members 
The  third  prong  of  the  Hunt  test  requires  that  neither  the 
claim  asserted  nor  the  relief  requested  require  the  participation 
of  individual  members  of  the  organization.  Id.  Nothing  in  the 
filings  or  arguments  of  the  parties  suggests  that  this  lawsuit 
would  require  WIjF's  member-doctors  to  participate  individually,  and 
the  court  finds  no  reason  to  conclude  otherwise.  Accordingly,  the 
court   finds   that   WLF's   suit   meets   each   of   the   three 


found  that  the  listener  group  did  have  standing  to  challenge  the 
merits  of  a  decision  to  iapose  a  fine  against  a  broadcaster. 
niinois  Citizens' .  515  F.2d  at  402-03.  In  the  instant  suit,  WLF 
challenges  the  substance  of  the  FDA's  restrictions  on  manufacturer- 
supported  dissemination  of  information  concerning  off-label  usage 
and  not  the  procedure  employed  by  the  FDA  in  determining  whether  a 
manufacturer  has  violated  those  restrictions;  hence,  nothing  in 
either  AFCT  or  Illinais  Citizens'  precludes  a  determination  that 
WLT's  member-doctors  have  standing  to  maintain  this  suit. 
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represen-catlonal  standing  requirements  established  by  tie  supram* 
Court  in  tjvmt  and  accordingly  rejects  defendants'  motion  to  disniss 
for  lack  at   standing. 

B.   Finality,  Ripenees,  and  Exhaustion 

At  the  heart  of  the  motion  to  dismiss  is  defendants' 
contention  that  KLF's  dispute  is  not  yet  ripe  for  judicial  review. 
Specifically,  FDA  asserts  that  1)  because  FOA  is  still  considering 
how  ro  respond  to  HLF's  Citizen  Petition,  WLF'a  suit  ia 
"premature";  2)  this  dispute  is  not  ripe  for  review,  inasmuch  as 
FDA  has  not  adopted  an  official  policy  concerning  manufactuxer- 
supported  distribution  of  off-laJocl  usage  information;  and  3) 
resolution  of  the  dispute  in  its  present  posture  would 
improvidently  require  the  court  to  step  into  the  FDA's  role  as  a 
formulator  of  public  health  policy.  The  court  ia  mindful  of  the 
serious  concerns  raised  by  these  arguments.  However,  after  a 
careful  consideration  of  the  filings  and  arguments  of  counsel,  and. 
the  applicable  case  law,  the  court  is  convincod  that  this  dispute 
is  ripe  for  judicial  review  at  this  tine. 

-,1.   Exhaustion  ■   '   ■        '  " 

Defendants'  argument  that  WLF's  suit  is  "premature"  seems  to 
be  an  attempt  to  invoke  the  requirement  that  a  party  challenging 
the  action  of  an  administrative  agency  exhaust  its  remedies  through 
the  administrative  process  before  turning  to  the  courts.  Although 
FDA  does  not  explicitly  style  this  issue  as  an  "exhaustion" 
question,  the  tenor  of  FDA's  filings  and  the  cases  it  cites  msOce 
clear  that  this  is  the  thrust  its  argument.   FDA  notes  that  WLF's 
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citizen  Petitior.  is  srill  pending  fcofora  rtia  agency  and  arrjues  that 
WLF  shcauld  there  tore  be  required  to  wait  until  FDA  has  definitively 
ruled  on  the  petition.^  This  arguaent  is  unpersuasiva. 

First,  as  described  above,  with  regard  to  WLF's  Citizen 
Petition,  the  FTA  failed  to  follow  the  procedures  set  forth  in  its 
own  regulations  whereby  the  agency  must  respond  to  such  petitiona 
within  18  0  days  of  receiving  then.  FDA  did  not  respond  to  WLF's 
petition  for  270  days,  and  then  only  several  weeks  after  the  filing 
of  the  present  lawsuit.  At  oral  argument,  counsel  for  the 
defendants  explained  than  WLF's  petition  had  "slipped  through  the 
cracks,"  and  thar  the  agency's  failure  to  respond  to  the  petition 
within  the  18  0  day  time  period  was  wholly  inadvertent.  The  court 
accepts  this  explauiation ,  and  also  agrees  with  FDA  that  the 
agency's  failure  to  respond  timely  to  WLF's  petition  should  not 
itself  constitute  a  formal  denial  of  the  petition,  for  purposes  of 
determining  whether  there  has  been  final  agency  action.  At  the 
seune  time,  however,  the  FDA'S  handling  of  WLF's  Citizen  Petition, 
as  well  as  the  statements  in  its  filings  and  at  oral  argxnaant, 
evidence  a  somewhat  leas  vigilant  concern  for  the  doctors'  First 
Amendment  rights  than  this  court  would  hope  to  see. 

Furthermore,  there  does  not  seem  to  be  zmy  explicit  statutory 
or  regulatory  requirement  that  WLF  pursue  any  administrative  remedy 
at  all.   The  D.C.  Circuit  has  noted  that  the  exhaustion  doctrine 


'fDA  does  not  contend  and  the  court  is'  not  aware  that  any 
other  administrative  process  exists  besides  filing  a  Citizen 
Petition  through  which  WLF  can  seek  relief  from  FDA's  alleged  off- 
label  usage  policy. 
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serves  four  primary  purposes:  1)  it  ensures  that  persona  do  not 
flout  legally  esrablished  administrative  processes;  2)  it  protects 
the  autonomy  of  agency  decisionmaking;  Z)  it  aids  judicial  review 
by  permitting  factual  development  of  issues  relevamt  to  the 
dispute;  and  4)  it  sarvas  judicial  economy  by  avoiding  repetitious 
administrative  and  judicial  factfinding  cuid  by  resolving  soma 
claims  without  judicial  intervention.  Public  Citizen  Healtt> 
Research  Group  v,  Comaissloner.  Food  &  Drug  Administration.  740 
F.2d  21,  29  (D.C.  Cir.  1984).  The  Public  Citizen  court  went  on  to 
observe  that  "the  exhaustion  doctrine  is  not  jurisdictional  in 
nature... and  should  not  be  applied  blindly  when  the  interests  that 
the  doctrine  protects  would  not  bo  served...."  Id.  (citationB 
omitted) .  Application  of  the  factors  set  forth  in  Public  citizen 
maices  clear  that  WLT's  suit  should  not  be  dismissed  on  exhaustion 
grounds . 

First,  it  is  clear  that  WLF  has  already  attempted  to  resolve 
this  dispute  through  the  administrative  process.  While  the  court 
accepts  that  FDA's  failure  to  respond  within  the  180  day  time  frame 
established  under  FDA's  regulations  was  inadvertent,  the  court 
finds  that  in  light  of  the  two  and  one-half  year  time  period  that 
FDA  estimates  will  be  required  to  resolve  WLF'a  dispute,'  VfLF's 
decision  to  seek  judicial  review  cannot  be  described  as  an  attempt 
to  "flout"  euiy  "established  administrative  process."  second,  the 
"autonomy  of  agency  decisionmaking"  is  not  implicated  here,  given 


*FDA  received  WU's  citizen  Petition  approximately  18  months 
ago  and  estimates  that  it  will  require  at  least  one  more  year  to 
act  on  the  petition. 
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tiie  C3ui-i.'s  determination,  set  fsrth  more  f'Jlly  below,  that 
plaintiff's  complaint  does  allege  that  the  FDA  has  in  ta.cz  adopted 
a  firm  agency  policy  concerning  off-label  usage  information.  Next, 
while  it  is  possihle  that  some  additional  facts  would  be  developed 
in  the  course  of  the  FDA'e  resolution  of  WLF's  citizen  petition, 
any  additional  benefit  this  would  provide  is  nore  than  outweighed 
by  the  gravity  of  WU'b  allegations  concerning  the  impairment  of 
its  members'  constitutional  rights.  Qt^.  califano  v.  Sanders.  430 
U.S.  99,  109  (1976)  (noting  that  "[c]onstiturional  questions 
obviously  are  unsuited  to  resolution  in  administrative  hearing 
procedures  and,  therefore,  access  to  the  courts  is  essential  to  the 
decision  of  such  questions") .  Finally,  given  plaintiff's 
allegations  that  FDA  has  not  only  promulgated,  but  has  also  sought 
to  enforce  (albeit  somewhat  informally)  a  final  agency  policy,  the 
court  doubts  very  much  that  WLF  is  likely  to  "succeesfully 
vindicate  [its]  claims"  in  an  administrative  proceeding  before  the 
FDA.  In  light  of  these  conclusions,  the  court  finds  that  WLF  is 
not  barred  by  the  exhaustion  doctrine  from  maintaining  the  present 
suit. 

2 .  Ripeness 
The  strongest  argument  raised  by  FDA  is  its  assertion  that 
WLF's  claims  are  not  ripe  for  judicial  review.  FDA  maintains  that 
it  has  not  yet  adopted  an  official  policy  concerning  manufacturer- 
supported  off -label  usage  information,  and  therefore  an  attempt  by 
this  court  to  resolve  the  dispute  at  this  stage  would  be  prema.ture 
and  would  usurp  the  FDA's  role  as  a  formulator  of  administrative 
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policy.   The  ccurt  is  Taindful  of  the  serious  prudential  concerns 

raised  by  FDA's  ripeness  argunenr.  However,  after  balancing  these 

concerns   agair.st   the   harm   inflicted   by   the   constitutional 

violations  alleged  in  the  plaintiff's  complaint,  the  court 

concludes  that  it  say  exercise  its  powers  of  review  and  entertain 

this  dispute  now. 

The  ripeness  doctrine  has  been  explained  by  the  D.C.  Circuit 

this  way: 

The  ripeness  doctrine,  which  requires  a  court  to  evaluate 
the  ritness  of  issues  for  judicial  review  and  the 
hardship  to  -the  parties  from  withholding  review, 
"prevent [s]  the  courts,  through  avoidance  of  premature 
adjudication,  fron  entangling  thenselves  in  abstract 
disagreements  over  administrative  policies 
and. .  .protect [s]  the  agencies  from  judicial  interference 
until  an  administrative  decision  has  been  formalized  and 
its  effects  felt  in  a  concrete  way  by  the  challenging 
parties. " 

Public  Citizen.  740  F.2d  at  30  (quoting  Abbott  Laboratories  v. 

Gardner.  3B7  U.S.  136,  148  (1967)).   In  determining  whether  a 

dispute  is  ripe  for  review,  a  court  should  balance  in  a  flexible 

and  pragmatic  manner  the  hardship  to  the  parties  from  withholding 

review  and  the  desire  not  to  interfere  with  agency  policymaking. 

Ciba-Geioy  Corn,  v.  U.S.  Environmental  Protection  Aaencv.  801  F.2d 

430,  434  (D.C.  Cir.  1986).  Furthermore,  "[c]ourts  confronted  with 

close  questions  of  ripeness  are  appropriately  guided  by  the 

presumption  of  reviewability,  especially  when  the  affected  person 

is  confronted  with  the  dilemma  of  choosing  between  disadvantageous 

compliance  or  risking  imposition  of  serious  penalties."  Id.  When 

deciding  whether  a  dispute  is  fit  for  judicial  review,  a  court  must 

examine  several  factors  including  1)  whether  the  issue  presented  ie 
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purely  legal;  2)  vhettoar  considorarion  of  tiat  iooue  would  benefit 
frcia  a  more  ccncrete  setting;  and  3)  whether  the  agency's  action  is 
"sutficiently  final."  li..  at  435.  These  factors  must,  in  turn,  be 
balanced  against  the  harm  suffered  by  the  party  affected  by  the 
agency  acrion.  2&s.   Public  Citizen  740  F.2d  at  30. 

The  questicn  of  the  "finality"  of  FDA'e  off-label  usage  policy 
is  the  linchpin  of  this  case.  As  noted  above,  the  parties  are  in 
complete  disagreement  on  this  fundamental  issue.  The  FDA  maintains 
that  it  has  not  yet  formulated  a  final  agency  policy,  while  WLF 
contends  that  the  FDA  has  not  only  promulgated  such  a  final  policy, 
but  that  it  has  teen  enforcing  the  policy  for  several  years.  At 
the  outset,  the  court  notes  that  "[t]he  label  an  agency  attaches  to 
its  action  is  not  determinative."  Continental  Airlines.  Inc.  v. 
CAB.  522  F. 2d  107,  124  (D.C.  Cir.  1974)  (en  banc)  .  "In  particular, 
we  look  primarily  to  whether  the  agency's  position  is  definitive 
and  whether  it  has  a  direct  and  immediate  effect  on  the  day-to-day 
business  of  the  parties  challenging  the  action."  Ciba-Geiov.  801 
F.2d  at  435-36.  Aa  set  forth  below,  plaintiff's  complaint  does 
allege  the  existence  of  such  a  policy. 

First,  it  is  clear  that  the  FDA  has  not  officially  promulgated 
a  final  agency  policy  concerning  dissemination  of  off-label  usage 
information.  The  FDA  published  a  Draft  Policy  Statement  concerning 
"industry-supported  scientific  and  educational  activities"  in  the 
Federal  Register  en  November  19,  1992.  57  Fed.  Reg.  56412.  In 
addition  to  the  Draft  Policy  Statement,  FDA  has  also  pxiblished  in 
the  Federal  Register  a  "notice  and  request  for  comment"  pertaining 
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to  WU's  Citizen  Petition.  59  Fed.  Rftg.  59820  (Nov.  IB,  1994). 
This  request  for  comnent  contains  a  summary  of  HDA's  regulatory 
role  vis-a-vis  drug  and  sedical  device  manufacturers,  an 
eacplanation  of  the  Draft  Policy  Statement  regarding  industry- 
supported  promotion  of  off-laisel  uses,  and  a  description  of  WLF's 
Citizen  Petition.  FDA  contends  that  the  Draft  Policy  Statement  emd 
the  request  for  comment  demonstrate  that  the  FDA  is  still  in  the 
process  of  formulating  a  final  agency  policy. 

Whether  FDA  has  officially  adopted  a  final  policy,  however,  is 
not  determinative.  In  the  contejct  of  a  ripeness  inquiry,  it  is  the 
effect  of  the  agency's  conduct  which  is  most  important  in 
determining  whether  an  agency  has  adopted  a  final  policy.  And  this 
case  illustrates  why  this  must  be  so:  If  aji  agency's  own 
characterization  of  the  finality  of  its  policy  were  determinative, 
that  agency  could  effectively  regulate  industry  without  ever 
exposing  itself  to  judicial  review.  A  powerful  agency  such  as  FDA 
could  achieve  this  result  through  the  simple  expedient  of  1)  never 
formally  declaring  the  policy  to  be  "final,"  and  2)  threatening 
(but  never  actually  initiating}  enforcement  procedures  against 
companies  which  failed  to  comply  with  the  agency's  d£  facto 
policy.   Indeed,  this  is  precisely  what  plaintiff  has  alleged. 

wtf  s  complaint  zuLleges  that  the  FDA  has  sought  to  enforce  a. 
final  agency  policy  concerning  manufacturer-supported  disBemination 
of  off-label  usage  information.  With  regard  to  manufacturers' 
distribution  of  "enduring  materials"  containing  such  information, 
WIiF   describes   a   number   of   different   instances   in   which 
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rapresentativeo  of  the  FOA  sent  warning  letters  and  followed  up 
with  telephone  calls  to  nanufacturers  which  had  planned  to 
dietriisutQ  nadical  textbooks  and  othar  enduring  jaatoriala  to 
doctors.   In  one  such  instance,  WLF  alleges  that  a  pharmaceutical 
company  which  planned  to  distribute  a  standard  oncology  textbook 
(which  included  references  to  cff-lahel  uses  of  some  of  th« 
company's  produces)  to  doctors  was  informed  by  a  representative  of 
the  FDA  that  the  company  would  have  to  include  pacJcage  inserts  from 
each  of  the  company's  drugs  that  were  mentioned  in  the  textbook. 
In  subsequent  telephone  calls,  however,  the  FDA  allegedly  rescinded 
even  this  limited  approval  and  stated  that  pharmaceutical  companioa 
would  no  longer  be  permitted  to  have  amy  involvement  in  tha 
distribution  of  nedlcal  textbooks  in  which  off -label  uses  of  their 
drugs  were  discussed.  Compl.  at  55  45-47.  Companies  attempting  to 
support  scientific  and  educational  activities  by  providing 
information  or  samples  of  their  products  encountered  similar 
warnings  from  representatives  of  the  FDA.   E.g. .  Compl.  55  50-58. 
In  addition  to  sending  warning  letters  to   individual 
companies,  high-ranking  officers  of  the  FOA  are  alleged  to  have 
made  general  remarks  which  plaintiff  contends  reveal  the  existence 
of  a  definitive  agency  position  concerning  off -label  usage 
information.  The  Cammissioner  of  the  FDA  himself,  defendant  David 
Keasler,  allegedly  made  the  following  statement  in  Jxuie  of  1991:  "X 
would  urge  all  members  of  the  pharmaceutical  industry  to  take  a 
long  hard  look  at  their  pronotional  practices.   I  do  not  expect 
companies  to  wait  imtil  this  guidance  becomes  final  to  put  their 
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adverrising  and  pronotional  liousee  in  order."   coapl.  f  53.  More 

recently,  David  Adams,  Director  of  the  Policy  Development  and 

coardinarion  staff  in  Comaissioner  Kessler's  office  is  alleged  to 

have  written  the  following  statement  regarding  the  FDA's  Dralt 

Policy  Statement: 

Although  this  document  was  published  as  a  draft  policy 
statement  with  an  invitation  to  stibmit  comments,  it 
reflects  actual  aaencv  policy.  It  tells  you  how  the 
agency  maJcea  decisions  from  day  to  day  in  determining 
whether  activities  are  subject  to  regulation  and  are 
potentially  illegal  under  the  Food,  Drug  and  Cosmetic 
Act. 

PL's  0pp.  to  Dsf.'s  M.  Dis.  at  26  (quoting  David  Adams,  "Kew 

Initiatives  in  FDA  Advertising  Policies,"  in  The  Changing  Face  of 

FDA  Advertising  and  Marketing  Rules;  An  Executive  Report.  (David 

Swit,  ed.  1994))  (emphasis  supplied).   Other  FDA  officials  are 

alleged  to  have  made  similar  comments  at  various  times.  Id.  at  26. 

FDA  maintains  that  these  letters  and  comments  do  not  amount  to 

"final  agency  action."  According  to  FDA,  the  "regulatory  letter*" 

described  above  merely  "reflect  views  of  particular  individxials , 

not  the  institutional  decision  of  the  agency."  Oef's  Mem.  Supp.  K. 

Dis.  at  23.   As  such,  defendants  argue  that  this  "informal  advice. 

given  by  specific  employees  of  FDA"  should  not  suggest  th* 

eieistence  of  any  formal  agency  policy.   Id.  at  26.   Likevise, 

because  neither  the  Draft  Policy  Statement  nor  the  comments  ot 

Commissioner  Kessler  constitute  "coercive  imperatives'*  which  the 

FDA  is  bound  to  adhere  to ,  Id  at  23 ,  these  are  not  evidence  of  a 

final  policy  either,  according  to  FDA.  Unfortunately,  by  focusing 

exclusively  on  the  individual  trees,  FDA  appears  to  have  lost  sight 
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of  the  forcat.  Tha  question  here  is  not  whether  any  single  act  on 
the  paxT.  ot  the  FDA  signifies  the  existence  or  a  final  agency- 
policy;  rather,  tie  aggregate  effect  of  these  acts  must  be  analyzed 
to  datergine  wnether  the  agency  by  its  conduct  has  objectively 
demonstrated  the  existence  of  such  a  policy.  Once  the  agency 
"publicly  articulates  an  unequivocal  position. . .and  expects 
regulated  entities  to  alter  their  primary  conduct  to  conform  to 
that  position,  the  agency  has  voUintarily  relinquished  the  benefit: 
of  postponed  judicial  review."  Ciba-Geiov.  801  F.2d  at  436.  The 
allegations  in  the  complaint  suggest  that  FDA  has  done  exactly 
this. 

Although  the  FDA  cheiractarizes  the  "regulatory  letters"  and 
other  statements  of  FDA  officials  as  merely  "advisory,"  the  court 
must  not  be  blind  to  the  practical  effects  of  these  letters  and 
other  statements.  As  alleged  in  plaintiff's  complaint,  tha 
collective  affect  of  FDA's  conduct  has  been  to  discourage 
manufacturers  from  disseminating  information  that  they  would 
otherwise  have  chosen  to  distribute.  The  result  is  that  doctors, 
including  WLF's  member-doctors,  have  been  prevented  from  receiving 
information  which  they  claia  to  have  an  interest  in  receiving. 
ContriUT'  to  FDA's  protestations,  the  plaintiff's  allegations 
clearly  set  forth  a  causal  connection  between  FDA's  conduct  and  th* 
decision  of  various  companies  to  stop  disseminating  certain  kinds 
of  information  and  to  stop  supporting  certain  scientific  and 
educational  activities. 

It  may  be  true,  as  FDA  argues,  that  a  compsmy  which  disagrees 
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with  the  "advice"  conrained  in  FDA's  regulatory  correspondence  may 
disregard  this  advica,  go  ahead  with  its  plzmned  activities,  and 
then  challenge  the  constitutionality  of  any  adverse  FDA  action  in 
an  enforcement  proceeding.  However,  the  reality  of  the  situation, 
as  alleged  by  plaintiff,  is  that  few  if  any  cowpaniea  are  willing 
to  directly  challenge  the  FDA  in  this  miuiner.  In  the  first 
instance,  the  company  must  expose  itself  to  the  FDA's  power  to 
seize  an  entire  product  line  if  the  FDA  finds  the  products  to  be 
"Hisbranded. "  Although  the  company  can  then  litigate  the  validity 
of  the  seizure  (and  therefore  the  policy  piarsuemt  to  which  the 
seizure  was  made) ,  the  prospect  of  lost  sales  and  protracted 
litigation  is  understamdahly  discouraging  to  these  companies.  In 
addition,  the  FDA  wields  enormous  power  over  drug  and  medical 
device  manufacturers  through  its  power  to  grant  or  deny  new  product 
applications.  It  is  evident  that  manufacturers  are  most  reluctant 
to  arouse  the  ire  of  such  a  powerful  agency.  The  result,  according 
to  plaintiff,  io  that  "FDA  has  been  able  to  effectuate  its  policies 
without  having  to  resort  regularly  to  formal  rulemaking."  PL's 
opp.  to  Def.'s  M.  Dis.  at  29.  As  evidence  of  this,  the  complaint 
describes  a  substantial  reduction  in  the  distribution  of  enduring 
materials  to  doctors  and  in  the  willingness  of  manufacturers  to 
sponsor  scientific  and  educational  activities  since  the  alleged 
,  implementation  of  FDA's  off -label  usage  policy.  These  allegations 
portray  the  sort  of  "direct  and  immediate  effect"  which  the  ciba- 
Geiov  co\irt  found  to  be  a  useful  indication  of  the  finality  of  an  * 
agency  position.   Ciba-GcJgy^  801  F.2d  at  436. 
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Tiius,  the  predicament:  faceci  by  oanufacturers  wishing  to 
sponsor  acrivities  or  distribute  educational  materials  ia  a  perfect 
example  of  a  situation  in  whicii  "the  affected  person  is  confronted 
with  the  dilenna  of  choosing  between  disadvantageous  compliance  or 
risking  imposition  of  serious  penalties."   Ciba-Geicrv.  at  434. 
Onder  such  circumstances  the  presumption  of  reviewability  attache* 
with  particular  force.   IiL.   The  fact  that  this  suit  is  being 
brought  by  doctors  who  have  been  prevented  from  receiving 
information  rather  than  the  manutacturere  with  whose  conduct  the 
FDA  policy  primarily   interferes   lends   further   credence   to 
plaintiff's  contention  that  the  FCA'9  power  over  industry  is  such 
that  it  is  able  to  implement  ^  facto  regulatory  policies  without 
formally  adopting   final   agency  positions.     As   a   general 
proposition,  the  court  finds  the  possibility  of  such  a  practice 
disturbing;  in  the  context  of  the  plaintiff's  constitutional 
allegations,  the  court  finds  the  possibility  of  such  a  practice 
Intolerable.    Thus,  the  court  concludes  that  the  allegations 
contained  in  the  plaintiff's  amended  complaint  clearly  raise  a 
question  of  fact  as  to  whether  the  FDA  has  been  enforcing  a.  Ua 
facto  policy  concerning  manufacturer-supported  distribution  of  off- 
label  usage  information. 

In  light  of  this  conclusion,  the  court  finds  that  the  other 
two  ripeness  factors  set  forth  in  Cibn-Geiov.  namely,  whether  the 
question  presented  is  a  purely  legal  one  and  whether  consideration 
of  the  issue  would  benefit  from  a  nora  concrete  setting,  support 
the  court's  determination  that  this  dispute  is  ripe  for  review. 
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First,  althougn  a  determination  on  the  nerits  will  involve  a 
factual  Inquiry  as  to  whether  plaintiff's  allegations  concerning 
FDA's  conduct  are  true,  it  seems  likely  that  the  primary  issues  at 
to  be  decided  will  be  1)  whether  the  FDA  adopted  a  d£  facto  policy 
concerning  off-label  usage;  and  2)  whether  such  policy  was 
unconstitutional.  These  are  primarily  legal  rather  than  factxxal 
issues.  With  regard  to  the  second  factor,  it  is  hard  to  imagine  a 
dispute  that  would  not  benefit  from  a  more  concrete  setting; 
however,  the  court  is  not  persuaded  that  this  particular  dispute  is 
likely  to  become  significantly  more  focused  with  time.  Any 
marginal  benefit  which  might  be  obtained  by  waiting  Cor  the  FDA  to 
officially  adopt  an  off-label  usage  policy  is  more  than  offset  by 
the  serious  First  Amendment  harms  alleged  by  plaintiff.  The  court 
is  confident  that  the  dispute  presented  by  WLF  is  fit  for  judicial 
review  under  the  standard  set  forth  in  the  case  law  of  this 
circuit;  accordingly,  defendants'  motion  to  dismiss  on  ripeness 
grounds  will'  be  denied. 

C.   Jurisdiction 

Finally,  FDA  makes  the  curious  argument  that  even  if  it  has 
promulgated  a  policy  which  violates  the  First  Amendment  rights  of 
manufacturers  and  doctors,  this  court  lacks  the  power  to  declare 
such  a  policy  xinconstitutional  or  to  enjoin  defendants  froa 
enforcing  it.  FDA  contends  that  WLF's  suit  "in  essence"  requests 
this  court  to  enjoin  future  FDA  enforcement  actions,  something  the 
courts  do  not  have  jurisdiction  to  do.  Again,  the  FDA  is  mistaken. 
WLF's  compla^Jit  alleges  that  the  FDA  has  adopted  a  final  agency 
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policy,  and  ths.-::  this  policy  interferes  with  the  cansriturional 
rights  of  its  aenhers.  The  Supreme  court's  decision  in  Abbott 
TAborarones  v.  Ganiner.  337  U.S.  136,  140-41,  148  (1967)  clearly 
establishes  that  the  courts  have  jurisdiction  to  review  final 
agency  policy  and  to  order  suitable  relief  in  the  event  such  policy 
is  dotennined  to  be  unlawful.  FDA's  argument  that  the  court  is 
without  jurisdiction  to  order  the  relief  Bought  by  WLF  is  therefore 
rejected  as  well. 

III.  Conclusion 

For  the  reasons  set  forth  herein,  defendants'  notion  to 
dismiss  will  be  denied.   A  separate  Order  shall  issue  this  date. 

T^yr°    C     '  TjimhoT-t-h 

United  States  District  Judge 
DATE:  3-'^_fJ' 
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Chairman  Bond.  Thank  you,  Mr.  Pickard.  This  is  a  time  when 
I  am  very  delighted  to  have  Senator  Doctor  Frist  along.  I  under- 
stand the  hassle  problems,  but  the  rest  of  it  I  am  going  to  have  to 
defer  to  my  colleague,  and  we  will  get  into  some  of  the  solutions 
later  on. 

Now,  I  would  like  to  turn  to  Mr.  Hagedorn. 

STATEMENT  OF  DAVID  HAGEDORN,  GENERAL  MANAGER, 
FRANK  A.  CONKLING  COMPANY,  CORDOVA,  TENNESSEE 

Mr.  Hagedorn.  Yes,  I  am  David  Hagedorn.  I  am  a  member  of 
the  Lumberman's  Club  of  Memphis  and  also  a  small  business 
owner  in  the  lumber  industry.  Thank  you  for  the  opportunity  for 
me  to  address  you. 

Obviously,  there  are  many  challenges  facing  businesses  today. 
Our  country  opens  its  doors  to  goods  from  around  the  world,  and 
we  as  consumers  have  a  wide  ranging  choice  of  products  from 
around  the  world  at  reasonable  prices.  Therefore,  the  U.S.  busi- 
nesses that  I  am  associated  with  must  compete  with  foreign  firms 
as  well  as  those  in  this  country. 

Businesses,  as  opposed  to  government,  grow  and  prosper  by 
being  able  to  make  a  profit.  And  while  they  are  trying  to  sell  their 
goods,  they  have  to  be  able  to  sell  their  goods  and  services  to  peo- 
ple at  prices  that  the  consumers  will  be  willing  to  pay.  Foreign 
competition  in  the  furniture  industry  has  impacted  the  ability,  ob- 
viously, of  our  firms  to  increase  the  prices. 

Cost  of  products  used  to  be  mainly  based  on  raw  materials,  labor, 
the  cost  of  machinery  used,  and  freight  to  the  destination.  But  an- 
other cost  has  been  added  to  our  products  today,  and  it  is  the  cost 
of  unfunded  mandates.  These  costs  are  imposed  by  the  federal  and 
local  governments  upon  businesses  in  the  name  of  health,  safety, 
environment.  Workman's  Comp,  and  other  regulations.  Are  these 
regulations  reasonable?  Are  the  costs  associated  with  these  regula- 
tions fair?  And  who  should  bear  the  cost? 

The  Occupational  Safety  Health  Act  of  1970  was  passed,  giving 
the  Department  of  Labor  the  task  of  promulgating  rules  within  two 
years  for  health  and  safety  standards  unless  the  Secretary  deter- 
mined that  the  promulgation  of  such  a  standard  would  not  result 
in  improved  safety  or  health  for  specifically  designated  employees. 
We  will  get  back  to  that  later. 

The  business  I  work  with  is  mainly  a  sales  office,  but  we  were 
still  required  to  fill  out  injury  reports.  It  was  a  long  form  that  took 
quite  a  while  to  read.  I  did  not  have  anybody  else  to  do  it,  so  I  had 
to  fill  it  out  myself  even  though  there  were  no  injuries  to  report. 
We  had  this  form  for  years.  Finally,  after  several  years  of  filing 
with  no  injuries,  I  took  a  big  magic  marker,  wrote  a  giant  zero  in 
the  middle  of  it  and  wrote  all  over  it,  "How  can  you  get  killed  oper- 
ating office  machinery?"  Finally,  it  disappeared.  I  think  I  am  one 
of  the  few  people  that  finally  got  a  form  to  stop  coming. 

The  manufacturing  firms  that  we  are  associated  with,  though, 
have  not  been  so  lucky.  We  started  with  a  few  helpful  inspections 
to  get  OSHA  started  and  then  increasingly  more  inspections  fol- 
lowed by  some  kind  of  a  fine.  T3rpically,  with  a  $400  fine  you  feel 
like  you  have  gotten  off  easy.  It  is  like  being  visited  by  a  policeman 
when  you  drive  down  the  highway.  But  the  regulations  are  so  vast 
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that  they  can  find  something  whenever  they  come  to  visit  you.  The 
last  time  our  plywood  plant  had  a  $700  fine  just  for  the  horn  not 
working  on  a  forklift  and  a  steel  strap  did  not  suit  the  way  the  pro- 
pane tank  was  attached.  But  you  can  expect  to  be  fined  any  time 
they  show  up.  And  as  I  said,  you  feel  lucky  if  you  get  a  $400  fine. 
Some  of  our  firms  have  been  fined  hundreds  of  thousands  of  dol- 
lars, and  even  Louisiana  Pacific,  millions.  Some  firms  can  stand  it, 
some  cannot. 

We  started  as  needed  health  and  safety  regulations,  and  from 
then,  we  have  grown  to  ridiculous  proportions.  Once  we  were  con- 
cerned about  ladders.  Now,  with  the  EPA  and  OSHA,  we  have  to 
worry  about  real  as  well  as  imagined  threats  to  our  health,  from 
wood  dust,  formaldehyde,  Ajax  cleaner,  paint  and  other  emissions, 
storm  water  runoff — that  is  when  it  rains,  you  have  got  to  figure 
out  what  happens  to  the  water  that  runs  off  your  land — sound  in 
our  plants,  the  endangered  species,  and  other  regulations. 

We  now  have  with  the  storm  water  runoff  regulations  we  are 
supposed  to  monitor  this  twice  a  year.  We  get  to  buy  a  couple  hun- 
dred dollar  kits  twice  a  year  to  go  out  and  test  our  water.  If  we 
test  it  the  first  time  and  it  is  okay,  why  should  we  be  doing  this 
over  and  over  again  unless  we  are  doing  something  different?  With 
the  air  regulations,  used  to  be  that  air  was  free.  Now  days,  you  get 
to  pay  a  $100  permit  for  every  kind  of  emission  that  the  govern- 
ment decides  they  want  to  monitor,  whether  it  is  S02,  sulphur  di- 
oxide, carbon  monoxide,  nitrous  oxide,  the  VOC's.  The  first  year 
one  of  the  plants  we  deal  with  here  in  town  paid  a  $100  permit  for 
each  of  these.  In  1991,  the  emissions  of  the  plant,  they  paid  a  fee 
of  $280.  The  next  year  the  fee  was  $600.  We  do  not  know  what  the 
fee  is  going  to  be  this  year.  What  are  these  fees  going  for?  Is  the 
government  cleaning  up  the  air? 

On  the  cost  side  of  the  small  business,  we  do  not  have  the  advan- 
tage of  labor  over  cost  in  many  foreign  countries.  We  do  not  have 
a  freight  advantage  as  well  because  you  can  ship  a  container  load 
of  material  from  here  to  Taiwan  for  cheaper  than  you  can  ship  a 
container  load  of  material  from  here  to  California  and  ship  it  back. 
Also,  most  of  our  foreign  competition  do  not  have  all  the  regulatory 
costs  we  have.  So,  to  us,  the  problem  of  the  environment  in  the 
government  is  just  raising  our  cost  that  our  foreign  competition 
does  not  have  to  deal  with. 

I  was  in  the  Defense  Supply  Agency  back  in  the  Army  prior  to 
going  to  Vietnam,  and  I  observed  the  procurement  process  over  a 
13-state  area  for  items  for  the  military.  There  were  about  a  dozen 
people  directly  involved  in  negotiating  or  warning  and  reviewing 
these  contacts,  but  there  were  hundreds  of  people  making  a  living 
off  the  monitoring  or  otherwise  being  associated  with  these  same 
contracts  in  this  ofiice  in  St.  Louis.  The  interesting  aspect  of  this 
was  seeing  how  the  process  worked  with  the  government. 

The  difference  that  I  really  want  to  state  is  that  to  us  private 
businesses  have  to  make  a  living  off  of  being  able  to  sell  something 
people  want.  It  seems  the  government  thrives  on  being  able  to  reg- 
ulate. The  more  regulations  you  can  come  up  with,  the  more  people 
you  can  have  under  you,  the  more  influence  you  have  over  busi- 
nesses. If  you  get  into  fees  and  the  business  is  then  paying  for 
these  fees,  you  have  a  situation  where  the  business  gets  to  pay  you 


to  have  more  employees.  While  I  was  there,  I  was  trying  to  look 
over  contracts  that  the  government  was  letting,  and  quite  frankly, 
I  would  not  sell  the  government  a  hammer  for  $600  for  the  paper- 
work that  was  involved  in  trying  to  sell  it. 

We  have  several  cabinet  manufacturers  we  sell  to  and  the  emis- 
sions are  increasingly  a  worrisome  topic  to  them.  We  do  not  think 
there  is  sound  science  being  used  in  the  emission  levels  that  are 
being  proposed  by  the  government.  It  is  a  situation  that  if — reduc- 
ing one  emission  is  good  by  a  little  bit,  then  reducing  it  by  a  whole 
bunch  must  be  much  better  regardless  of  the  cost.  You  might  find 
a  situation  where  you  can  remove  50  percent  of  a  substance  at  a 
reasonable  cost,  while  trying  to  remove  80  percent  of  that  sub- 
stance is  prohibitive.  So,  we  would  like  to  find  sound  science  being 
used. 

I  do  not  know  of  a  single  manufacturer  or  single  employer  that 
wants  to  put  their  employees  in  danger.  I  do  not  want  to  put  any- 
body in  danger,  and  I  do  not  know  of  anybody  in  a  small  business 
that  would  not  ask  an  employee  to  do  a  job  they  would  not  be  will- 
ing to  do.  But  it  seems  the  government  knows  best. 

So,  we  have,  with  the  government  now  giving  us  more  regula- 
tions on  small  business,  we  have  the  huge  businesses  able  to  relo- 
cate out  of  the  country,  take  advantage  of  the  cheaper  labor,  take 
advantage  of  a  situation  where  they  do  not  have  to  compete  with 
the  local  regulations. 

So,  to  make  a  level  playing  field,  who  should  be  responsible  for 
paying  for  the  mandates?  If  it  is  the  people  that  want  the  clean  air, 
if  it  is  the  people  that  want  all  these  things  to  happen,  it  ought 
to  be  the  federal  government  paying  for  it.  Tax  the  people  and  let 
the  government  pay  for  these.  If  we  have  to  have  clean  air,  and  as 
last  I  was  to  understand,  the  study  was  done  on  clean  air  came  out 
after  the  Clean  Air  Act  was  passed,  we  really  did  not  need  the 
Clean  Air  Act,  but  the  cost  has  been  tremendous.  But  I  would  like 
to  see  businesses  in  this  country  essentially  subject  to  the  same 
kind  of  regulations  that  our  foreign  competition  has.  Level  the 
playing  field  and  let  us  play. 

So,  to  me,  either  the  businesses  should  be  even,  or  the  govern- 
ment should  get  in  a  role  of  helping  business  or  get  out  of  the  way, 
not  trying  to  put  us  out  of  business.  Thank  you. 

[The  prepared  statement  of  Mr.  Hagedorn  follows:] 
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STATEMENT   OF    DAVID    HAGEDORN 


I'm  David  Hagedorn,   a  member  of  the  Lumbermen's  Club  of 
Memphis,   and  a  small  business  owner.     Thank  you  for  the 
opportunity  to  address  some  of  the  current  challenges  facing 
businesses  in  this  country  today.     Our  country  opens  its  doors 
to  goods  from  around  the  world.     We  as  consumers  have  a  wide 
ranging  choice  of  products  from  around  the  world  at  reasonable 
prices.     Therefore  U.S.   businesses  must  compete  with  foreign 
firms  as  well  as  these  in  this  country. 

Businesses  grow  and  prosper  by  being  able  to  profit  while  selling 
goods  and  services  at  prices  the  consumers  will  pay.      Foreign 
competition  in  the  furniture  industry  has  impacted  the  ability  to 
increase  prices. 

The  cost  of  a  product  used  to  be  mainly  based  upon  raw 
materials,   labor,   cost  of  machinery  used,   and  freight  to 
destination.      But  another  cost  has  been  added   to  our  products 
today  it  is  the  cost  of  unfunded  mandates.     These  costs  are 
imposed  by  federal  and  local  governments  upon  businesses  in  the 
name  of  health,   safety,   environment,   workmen's  compensation, 
and  other  regulations.     Are  the  regulations  reasonable?     Are  the 
costs  associated  with  these  regulations  fair?     Who  should  bear 
the  cost  of  these  regulations? 

The  Occupational  Safety  and  Health  Act  of  1970  was  passed 
giving  the  Department  of  Labor  the  task  of  promulgating  rules 
within  two  years  for  health  and  safety  standards  unless  the 
Secretary  determined  that  the  promulgation  of  such  a  standard 
would  not  result  in  improved  safety  or  health  for  specifically 
designated  employees. 

The  business  I  work  with  is  mainly  a  sales  office,   but  we  were 
still  required  to  fill  out  injury  reports.      It  was  a  long  form 
that  took  quite  a  while  to  read  even  if  there  were  no  injuries  to 
report.     After  several  years  of  filing  no  injuries,   we  wrote  a 
huge  zero  over  the  form  and  asked  how  you  get  killed  operating 
office  equipment,   finally  the  forms  stopped  coming. 

The  manufacturing  firms  we  are  associated  with  have  not  been  so 
lucky.      First  there  were  "helpful"  inspections  followed  up  by 
inspectors  that  resulted  in  fines  for  safety  violations.     The 
plant  has  been  fined  $700.00  for  the  horn  not  working  on  a 
forklift  and  the  way  we  had  the  propane  tank  steel  strapped  too 
the  lift.   Fines  have  been  assessed  for  a  fan  in  one  of  the  plants 
that  had  a  protective  screen  on  the  front  and  side  of  the  fan 
blades,   but  not  on  the  back  side.     You  can  expect  to  be  fined 
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for  something  whenever  an  OSHA  man  shows  up,   so  he  can  pay 
for  himself.     We  feel  that  $400.00  is  a  low  fine  for  a  visit  from 
a  federal  agent.      Some  firms  have  been  fined  hundreds  of 
thousands  of  dollars  and  even  millions  (Louisiana  Pacific)     for 
"violations"  as  stipulated  by  the  Government. 

What  started  as  needed  health  and  safety  regulations  have  grown 
to  ridiculous  proportions.     Once  we  were  concerned  about 
ladders,   now  with  EPA  and  OSHA  we  have  to  worry  about  real 
as  well  as  imagined  threats  to  health  from  wood  dust, 
formaldehyde,   Ajax  cleaner,   paint  and  other  emissions,    storm 
water  run  off  (rain  that  lands  on  your  property  and  flows  off) 
air  quality,   and  sound  in  our  plants,   bothering  "endangered" 
species  and  other  regulations.     Now  with  storm  water  run  off 
regulations  (clean  water  or  clean  air  regulations)  we  have  to 
monitor  on  a  yearly  basis  and  pay  for  analysis  and  accompanying 
fees  to  the  Government  to  be  approved  for  storm  water. 
Companies  also  have  to  pay  a  fee  to  the  Government  based  on 
air  emissions.   Permits  are  issued  for  emissions  like  those  that 
come  from  drying  glue  at  a  fee  of  $100.00  for  each  of  the  several 
categories  of  emissions.     VOC'S,   502,   CO,    NOx  plus  a  fee  for 
the  amount  of  emissions.     One  of  the  plants  paid  $280.00  based 
on  tons  of  emissions  emitted  in   1991  and  then  $600.00  for 
emissions  in   1992  (same  amount  of  emissions  each  year).     What 
do  these  fees  pay  for?     Is  the  Government  cleaning  up  the  air 
with  scrubbers,   or  are  they   (adding  to  Government  paperwork)? 

On  the  cost  side  of  the  small  business  equation  we  do  not  have 
an  advantage  in  labor  cost  over  most  foreign  countries.     We  don't 
have  a  freight  advantage  when  it  costs  less  to  ship  a  truckload 
of  raw  material  to  Taiwan  than  from  Memphis  to  the  West  Coast. 
Also,   most  of  our  foreign  competition  do  not  have  all  the 
regulatory  costs  we  have. 

The  problem  with  our  involvement  with  the  government  is  its 
way  of  succeeding  in  this  country.      I  was  in  the  Defense  supply 
agency  while  in  the  Army  prior  to  going  to  Vietnam.      I  observed 
our  procurement  process  over  a  thirteen  state  area  for  items  for 
the  military.     There  were  about  a  dozen  people  directly  involved 
with  negotiating,   awarding  and  reviewing  contracts.     There  were 
hundreds  of  other  people  making  a  living  off  of  monitoring  or 
otherwise  being  associated  with  these  same  contracts.     The 
interesting  aspect  was  in  seeing  how  the  process  worked. 

You  become  successful  as  a  government  employee  by  being  put 
in  charge  of  people.     The  more  people  you  were  in  charge  of  the 
higher  the  pay  scale  and  ultimately  retirement.     Jobs  were 
created  that  didn't  help  the  ultimate  goal  of  more  procurement 
but  of  churning  the  information  available  in  a  different  way  or 
of  requiring  more  information  from  the  manufacturer  of  the  goods. 
The  procurement  orders  were  so  thick  you'd  have  to  hire  a 
lawyer  to  figure  them  out.     Even  I  would  not  sell  the 
government  a  $600.00  hammer  if  I  had  to  pay  someone  to  figure 
out  all  the  paper  work.     Because  of  this  experience  it  is  no 
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surprise  to  me  that  EPA  and  OSHA  are  forever  expanding  their 
regulations.      Finding  a  new  substance  to  regulate  gives  them 
more  power,   more  reason  to  exist,   and  more  regulations  to 
write.      In  many  cases  I  do  not  think  sound  science  has  been 
used  in  the  governments  rush  to  regulate.      For  example 
allegations  of  global  cooling  and  then  global  warming  have  been 
made,   and  everything  imaginable  has  been  sighted  as  the  cause 
and  must  be  regulated.     Where  is  the  unbiased  scientific  data  to 
back  these  allegations  of  harm? 

I  don't  know  any  small  manufacturer  or  business  that  would 
make  an  employee  do  something  the  owner  would  not  do  himself 
but  the  Federal  Government  does.     Government  has  been  allowed 
to  put  ever  more  stringent  requirements  on  businesses  in  order 
to  expand   its   role.      The  EPA  emissions   requirements  do  not  seem 
to  have  any  reasonable  limits.      It  seems  that  if  reducing 
formaldehyde  a  little  is  good,   then  reducing  it  more  is  even 
better  regardless  of  whether  anyone  has  ever  had  cancer  from 
exposure  to  formaldehyde.     The  same  is  true  of  wood  dust  and 
other  substances.     The  function  of  the  Government  therefore  is 
at  direct  odds  with  needs  of  our  businesses.     Meanwhile  our 
foreign  competitors  are  not  being  pummelled  by  the  same 
standards.     Their  costs  are  not  rising  like  our  costs.     This  puts 
the  small  business  at  a  definite  disadvantage. 

Many  large  U.S.   corporations  have  relocated  in  more  favorable 
locations  where  there  are  very  little  government  regulations 
while  small  businesses  left  in  this  country  can't  compete  and 
close  their  doors.     Where  have  ail  the  jobs  gone? 

Who's  responsibility  is  it  to  pay  for  these  mandates? 

I  believe  that  if  society  wants  to  have  cleaner  air  and  water 
then  society  should  pay  for  the  expenses.      If  we  don't  dictate 
that  foreign  competition  comply  to  the  standards  we  make  our 
businesses  comply  with,   then  to  be  fair  we  should  not  make  our 
businesses  exclusively  shoulder  the  expense.     The  government 
via  the  taxpayers  that  are  supposedly  demanding  the  clean  air, 
water  etc.    should  help  pay. 

Our  government  should  be  trying  to  help  our  businesses 
succeed,    not  try  to  force  them  out  of  business.     Japan  protects 
their  businesses  by  allowing  only  a  limited  amount  of  imported 
products  into  their  country,   and  by  imposing  high  tariffs  on 
these  goods.     We  subject  ours  to  competition  that  does  not  meet 
the  same  standards. 

Whenever  someone  can  force  another  person  to  pay  for  what  we 
want  and  not  what  they  want  we  have  gone  past  being  a  free 
society. 

Government  should  either  help  our  businesses  succeed  in 
competition  or  at  the  very  least  let  us  make  our  own  way. 
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Chairman  Bond.  Thank  you  very  much,  Mr.  Hagedorn.  I  beUeve 
what  you  are  referring  to  is  a  ten-year,  $500  miUion  study  on  acid 
precipitation  which  was  called  NAPAP,  National  Acid  Precipitation 
Assessment  Program.  I  was  in  the  Senate  at  the  time  the  Majority 
Leader,  Senator  Mitchell,  wanted  to  finish  up  regulations  on  the 
acid  rain  production  of  mid-west  states  like  Missouri  and  Ten- 
nessee and  Kentucky,  to  get  it  done  one  month  before  the  NAPAP 
study  came  out  and  said  that  acid  rain  in  the  United  States  is  a 
problem  only  for  26  lakes  in  the  northeast  that  probably  could  be 
assisted  by  liming  the  lakes  each  year  more  effectively  than  this. 
So,  you  have  touched  on  a  subject  which  is  still  near  and  dear  to 
my  heart. 

Now,  let  me  turn  to  Mr.  Coleman. 

STATEMENT  OF  RONALD  L.  COLEMAN,  PRESIDENT, 
COMPETITION  CAMS,  INC.,  MEMPHIS,  TENNESSEE 

Mr.  Coleman.  Good  morning,  Mr.  Chairman,  Senator  Frist.  I  am 
Ronald  Coleman.  I  am  President  of  Competition  Cams,  and  my 
business  produces  camshafts  and  internal  engine  components  with 
an  emphasis  on  all  types  of  special  applications,  including  race  and 
street  applications.  I  want  to  take  this  opportunity  to  thank  you  for 
having  me  here  and  the  other  business  owners  here  so  that  we  can 
tell  you  our  day-to-day  problems. 

Government  regulation  is  the  single  most  time  consuming  aspect 
of  my  business.  Small  business  must  deal  with  most  of  the  same 
rules  and  regulations  as  large  business,  only  we  are  unable  to  call 
the  Human  Resource  Director,  the  Vice  President  of  Governmental 
Affairs,  the  OSHA  Coordinator,  or  whoever  else  for  help.  Out  of 
economic  necessity,  I  and  most  other  business  owners  are  forced  to 
fill  these  roles  ourselves  along  with  20  or  so  other  positions.  That 
is  not  to  say  that  I  am  not  blessed  with  many  fine  employees  and 
that  they  are  not  very  helpful.  But,  Mr.  Chairman,  small  business 
is  like  a  wheelbarrow;  nothing  happens  until  someone  starts  push- 
ing, and  my  job  is  doing  the  pushing. 

Government,  whether  it  be  in  the  form  of  the  IRS,  OSHL\,  De- 
partment of  Labor,  the  EPA,  the  EEOC,  all  of  these  groups  take 
away  from  my  ability  to  devote  my  time  and  attention  to  my  most 
important  job,  that  of  pushing.  If  I  fail  to  do  this  job,  I  will  not  re- 
main competitive  and  prosper  in  the  marketplace. 

I  cannot  understand  why  the  regulators  in  Washington  cannot 
simply  allow  good  common  sense  principles  to  prevail.  The  fact  is 
that  there  are  many  problems  that  we  as  business  owners  face  that 
we  do  not  need  federal  regulations  or  mandates  to  tell  us  how  to 
solve.  We  solve  them  ourselves.  The  marketplace  helps  us  to  solve 
them.  There  is  an  old  joke  whose  punch  line  is,  "I  am  from  the  gov- 
ernment and  I  am  here  to  help  you."  If  you  have  ever  dealt  with 
the  government,  you  can  understand  the  humor  in  this  statement. 
But  is  that  not  a  shame?  In  other  countries,  countries  against 
whom  we  must  compete  in  the  global  marketplace,  it  is  not  that 
way. 

Small  business  needs  a  new  user  friendly  government,  one  that 
can  join  together  with  us  to  solve  problems.  An  agency  that  would 
explain  its  regulations,  one  that  would  show  us  where  our  business 
does  not  comply,  one  that  makes  practical  suggestions  to  help  us 
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comply,  one  that  suggests  resources  that  could  assist  us  in  this 
compliance.  In  effect,  a  government  agency  that  comes  to  my  busi- 
ness to  give  me  some  help.  Compare  this  scenario  to  reality  where 
the  OSHA  inspector  shows  up  one  Monday  morning,  does  a  walk- 
through, finds  five  violations,  and  on  the  way  out  hands  you  a 
$15,000  penalty. 

I  would  like  to  offer  some  practical  suggestions  I  think  that 
would  help  us  to  solve  some  of  these  regulatory  problems.  First, 
small  business  owners  understand  a  balanced  budget  and  believes 
it  is  time  that  Washington  should  be  acquainted  with  one.  The 
budget  should  be  balanced  not  by  increasing  taxes,  but  through  the 
appropriate  spending  cuts  by  eliminating  the  inefficiencies  and  the 
outdated  programs  and  by  limiting  the  growth  of  government. 
There  is  an  old  saying,  "I  am  just  glad  I  am  not  getting  all  the  gov- 
ernment I  am  paying  for." 

Another  suggestion  would  be  the  Regulatory  Flexibility  Act 
should  be  revised.  It  needs  judicial  review  provisions.  As  you  know, 
the  Regulatory  Flexibility  Act  was  designed  to  ensure  that  federal 
agencies  take  into  account  economic  impact  on  regulations  of  small 
business  when  writing  these  regulations.  Currently,  there  are 
agencies  that  are  either,  one,  ignoring  the  intent  of  the  act,  or  they 
are  finding  loopholes  to  avoid  the  spirit  of  the  act.  Without  judicial 
review,  small  business  owners  are  unable  to  challenge  these  unrea- 
sonable regulations  and  we  are  required  to  face  some  very  unsym- 
pathetic regulators.  Current  acts  have  no  teeth  and  we  need  for 
you  to  give  it  some  teeth. 

Another  idea  would  be,  all  rules  and  regulations  of  any  federal 
agency  should  have  mandatory  sunset  provisions.  There  is  only  one 
certainty  in  life  and  that  is  change,  except  with  our  federal  govern- 
ment. Our  federal  regulations  go  on  the  books,  they  become  out- 
dated, they  long  outlive  their  usefulness  or  objectives.  Congress 
should  require  that  all  regulations  have  a  limited  life  of  maybe 
three  or  five  years  and  that  they  have  to  be  reviewed  or  they  go 
off  the  books. 

You  know,  insurance  companies  a  long  time  ago  started  making 
more  common  sense  contracts,  contracts  that  are  easy  to  read  and 
easy  to  understand.  I  suspect  when  they  got  rid  of  the  lawyers  who 
helped  them  write  those  contracts  and  that  those  people  did  not  re- 
main unemployed  long,  nor  did  they  remain  in  the  private  sector. 
I  suggest  to  you  that  they  went  to  work  for  the  government,  either 
at  the  IRS  or  the  EPA  or  some  other  various  federal  agency.  I 
would  suggest  that  Congress  require  all  federal  rules  and  regula- 
tions be  written  in  common  sense  language  so  that  we  can  under- 
stand them.  If  you  want  us  to  comply  with  them,  we  need  to  under- 
stand what  they  mean. 

I  would  suggest  that  we  start,  maybe  most  importantly,  with  the 
tax  code.  The  tax  code  should  be  made  into  a  model  of  simplicity. 
Many  small  business  owners  who  are  faced  with  the  vague  and 
complicated  rules  and  regulations  in  good  faith  attempt  to  comply 
and  end  up  making  mistakes  and  spend  significant  amounts  of 
time  and  money  as  a  result. 

There  are  other  federal  tax  regulations  that  need  to  be  reviewed 
using  common  sense.  The  home  office  deductions  is  one.  Many  peo- 
ple are  doing  business  in  their  home  now  with  the  computer.  Con- 
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gress  should  consider  the  simplification  and  clarification  of  these 
laws  regarding  home  office  deductions  and  clearly  define  what  a 
principal  place  of  business  is. 

Capital  gain  is  another  very  important  area  of  small  business. 
Currently,  the  government  taxes  gains  on  assets  due  to  inflation, 
thereby  discouraging  investment  in  long-term  ventures  such  as 
small  business.  Since  it  is  difficult  for  small  business  to  obtain  cap- 
ital anyway,  a  cut  in  the  capital  gains  tax  would  benefit  small  busi- 
ness, while  at  the  same  time  helping  the  economic  growth  of  the 
nation.  I  believe  that  capital  gains  should  be  cut,  and  that  we 
should  consider  indexing  capital  assets  for  inflation  in  order  to  pre- 
vent taxation  of  paper  profits. 

My  final  suggestion  deals  with  estate  tax  reform.  You  know, 
when  the  owner  of  a  small  business  dies,  the  value  of  the  business 
is  added  to  the  owner's  estate  and  taxed  after  exemptions  at  a  rate 
of  up  to  55  percent.  To  pay  these  expensive  taxes,  many  family 
businesses  must  be  sold.  The  last  time  Congress  made  a  basic  es- 
tate tax  change  was  in  1981  when  it  created  an  exemption  for  the 
first  $600,000  of  an  estate's  value.  Over  the  past  14  years,  inflation 
has  greatly  eroded  the  value  of  this  exemption  and  it  needs  to  be 
revisited. 

The  expectations  of  the  American  people  and  small  business  in 
particular  are  high  for  the  new  Congress,  and  I  would  like  to  ex- 
press my  appreciation  for  this  committee's  willingness  to  consider 
the  issues  of  less  taxes,  less  spending,  and  less  government.  As  an 
active  and  involved  citizen  and  a  small  business  owner,  I  believe 
that  these  proposals  would  have  a  positive  impact  on  the  lives  of 
Americans  and  on  the  economic  conditions  of  Americans.  I  want  to 
let  you  know  that  we  as  small  business  people,  and  I  in  particular, 
are  willing  to  work  with  you  and  this  committee  and  through  other 
ways  to  help  these  priority  issues  get  passed.  And  I  thank  you  for 
allowing  me  this  opportunity  to  testify.' 

[The  prepared  statement  of  Mr.  Coleman  follows:] 
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STATEMENT  OF  RONALD  L.  COLEMAN 

PRESIDENT  OF  COMPETITION  CAMS.  INC. 

MEMPHIS,  TENNESSEE 


I  am  Ronald  L.  Coleman,  an  owner  and  President  of  Competition  Cams,  Inc.    My 
business  produces  camshafts  and  internal  engine  components,  with  an  emphasis  on  valve  train 
components  for  all  types  of  special  applications;  including  race  and  street  applications. 

First,  I  would  like  to  take  this  opportunity  to  thank  you  for  allowing  me  and  the  other 
small  business  owners  here  today,  the  opportunity  to  let  you  know  the  problems  and 
frustrations  we  face  on  an  everyday  basis. 

Governmental  Regulation  is  the  single  most  time  consuming  aspect  of  my  business. 
Small  business  must  deal  with  the  same  rules  and  regulations  as  large  business,  only  we  are 
unable  to  call  the  human  resource  director,  the  vice  president  of  governmental  affairs  or  the 
OSHA  coordinator  for  help.    Out  of  economic  necessity,  1  and  most  other  business  owners  are 
forced  to  fill  each  of  these  roles,  along  with  twenty  or  so  other  positions.    This  is  not  to  say 
that  I  am  not  blessed  with  many  fine  employees  and  that  they  are  not  very  helpful,  but  small 
business  is  like  a  wheelbarrow  .  .  .  nothing  happens  until  somebody  starts  pushing  -  the 
pushing  is  my  job. 

Government,  whether  it  be  in  the  form  of  IRS,  OSHA.  DOL,  EPA.  or  the  EEOC,  take 
away  from  my  ability  to  devote  my  time  and  attention  to  my  most  important  job  .  .  .  that  of 
pushing.    If  I  fail  to  do  this  job,  I  will  not  remain  competitive  and  prosper  in  the  market. 

1  can't  understand  why  regulators  from  Washington  can't  simply  allow  good  common 
sense  principles  to  prevail.    The  fact  is,  that  there  are  many  problems  that  should  be  left  to 
each  individual  business  to  solve  —  we  don't  want  or  need  federal  regulations  or  mandates  to 
tell  us  how  to  operate  our  businesses. 

There  is  an  old  joke  whose  punch  line  is,  "I'm  from  the  government  and  I'm  here  to 
help  you."   If  you  have  ever  dealt  with  the  government,  you  can  imderstand  the  humor  in  this 
statement.    But,  isn't  that  a  shame?   In  other  countries,  countries  against  whom  we  must 
compete  in  the  global  marketplace,  it's  not  this  way.    1  can  imagine  a  new  breed  of  Federal 
Agency.    Like  a  new  OSHA,  that  comes  to  inspect  my  place  of  business,  but  one  that  explains 
its  regulations,  shows  me  where  my  business  does  not  comply,  makes  practical  suggestions  to 
help  me  comply,  and  suggests  resources  that  could  assist  me  in  this  compliance.    In  effect,  a 
government  agency  that  is  at  my  business  to  help  me.    Compare  this  scenario  to  reality,  where 
the  OSHA  inspector  shows  up  one  Monday  morning,  finds  five  violations  and  on  the  way  out 
hands  you  a  $15,000  penalty. 

Small  business  needs  a  new  user  friendly  government.    One  that  we  can  join  together 
with  to  help  solve  problems.    1  don"t  now  of  any  small  business  who  is  not  interested  in 
preventing  injuries  or  in  not  complying  with  safety  rules  or  regulations.    But,  whenever  the 
Government  begins  to  regulate,  the  first  casualty  is  common  sense.   Currently,  OSHA  requires 
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all  businesses  to  have  on  file  MSDSs  (Material  Safety  Data  Sheets).  The  stated  purpose  being 
to  inform  everyone  about  hazardous  materials,  and  this  is  a  worthwhile  goal.  In  practice,  I 
am  required  to  have  MSDSs  for  such  things  as  Ivory  Soap  that  is  used  in  men's  and  women's 
washrooms.  I  recently  read  of  another  firm  that  was  required  to  have  an  MSDS  for  a  brick. 
And,  as  with  most  government  required  forms,  it  takes  a  Ph.D.  in  chemistry  and  a  law  degree 
to  figure  out  the  important  information  on  the  MSDSs.  Many  businesses  don't  comply  strictly 
with  the  OSHA  regulations,  however,  if  they  ever  are  inspected  by  that  overzealous  inspector, 
they  most  assuredly  will  be  fined. 

Small  business  creates,  even  by  conservative  estimates,  approximately  70  percent  or 
more  of  all  new  jobs.    But  perhaps  even  more  importantly,  small  business  creates  almost  all 
big  business.    The  examples  locally  are  Holiday  Inn,  Federal  Express,  Auto  Zone;  nationally, 
Apple  Computer,  Microsoft,  and  Wal-Mart.    But  today,  I  hear  many  entrepreneurs  who 
express  a  desire  to  never  grow  beyond  five  or  ten  employees,  simply  to  avoid  the  morass  of 
Federal  Regulations  that  are  triggered  as  the  number  of  employees  increase.    Something  is 
wrong  with  a  system  that  causes  the  creative  talent  of  small  business  to  adopt  this  approach. 
Could  it  be  that  as  government  has  attempted  to  regulate  and  intrude  into  almost  every  aspect 
of  our  lives  that  they  are  stifling  initiative?   I  believe  so. 

Now,  I  would  like  to  offer  some  suggestions  to  help  solve  some  of  these  regulatory 
problems.    First,  small  business  owners  understand  a  balanced  budget  and  believe  that  its  time 
Washington  became  acquainted  with  one.    The  budget  should  be  balanced,  not  by  increasing 
taxes,  but  through  the  appropriate  spending  cuts.   By  eliminating  the  inefficiencies  and 
outdated  programs  and  by  limiting  the  growth  of  government. 

Second,  the  Regulatory  Flexibility  Act  should  be  revised  to  include  judicial  review 
provisions.   The  Regulatory  Flexibility  Act  was  designed  to  insure  that  Federal  agencies  take 
into  account  economic  impact  of  regulations  on  small  business  when  writing  these  regulations. 
Currently,  there  are  agencies  which  are  either  ignoring  the  intent  of  this  act  or  are  finding 
loopholes  to  avoid  the  spirit  of  the  act.    Without  judicial  reviews,  small  business  owners  are 
unable  to  challenge  the  unreasonable  regulations  and  are  required  to  face  very  unsympathetic 
regulators.    The  current  act  has  no  teeth  and  for  it  to  be  effective,  we  need  you  to  give  it 
some. 

Third,  all  rules  and  regulations  promulgated  by  any  Federal  agency  should  have 
mandatory  Sunset  Provisions.    The  one  certainty  in  life  is  change,  except  in  our  government 
where  many  Federal  Regulations  that  are  on  the  books  are  outdated  and  have  long  since 
outlived  their  objectives  or  usefulness.    Congress  should  require  that  all  regulations  have  a 
limited  life  of  three  to  five  years.    To  be  extended,  the  regulations  must  be  reviewed  and 
updated.    Otherwise  they  would  terminate. 

To  illustrate  my  point,  I  would  like  to  relate  to  you  an  experience  I  had  with  the 
Department  of  Labor.    Approximately  1 2  years  ago,  I  installed  a  Profit  Sharing  Plan  for  all  of 
my  employees.    I  saw  this  as  an  opportunity  to  offer  a  good  benefit  to  the  people  who  worked 
with  me  and  to  distinguish  my  company,  in  my  employee's  eyes,  from  other  local 
competitors.    As  I  soon  learned,  no  good  deed  goes  unpunished. 
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After  paying  expensive  fees  to  outside  consultants  to  set  up  the  plan  and  to  file 
complicated  papers  with  the  IRS  and  the  Department  of  Labor,  about  every  two  years,  the 
rules  and  regulations  regarding  the  type  of  plan  I  installed,  changed,  requiring  me  to  amend 
the  plan  to  keep  up  with  the  new  laws  and  incurring  additional  fees  and  expenses.    Every  year 
I  am  required  to  file  a  complicated  form  called  a  Series  5500  Form  with  IRS  and  the 
Department  of  Labor.    I  have  read  that  for  the  first  seven  years,  the  Department  of  Labor 
never  even  reviewed  these  5500  Forms,  however,  about  five  years  ago,  they  hired  some 
auditors  and  soon  after  they  arrived  at  my  office.    My  plan  is  administered  by  an  independent 
third  party,  who  specializes  in  this  business,  and  due  to  the  size  of  the  plan,  I  am  required  to 
have  an  independent  audit  of  the  funds.    The  Department  of  Labor's  audit  of  my  plan  took 
fifteen  months.    Yes,  one  year  and  three  months  to  complete.   Their  conclusion,  apparently, 
was  that  we  were  in  compliance  since  I  haven't  heard  anything  from  them  within  the  last  five 
years. 

As  a  result.  I  believe  that  Congress  should  act  to  create  a  new  simplified  pension 
system  for  small  business.    The  starting  point  would  be  the  PRIME  Account  Legislation 
introduced  in  the  102nd  Congress.    The  new  system  should  be  available  to  all  employers, 
contain  no  non-discrimination  or  participation  rules  that  are  too  complicated,  give  favorable 
tax  treatment  to  both  the  employer  and  the  employee  and  make  employer  contributions 
voluntary. 

Many  insurance  companies  have  changed  their  complex  contracts,  which  were 
impossible  to  read  and  understand,  to  common  sense  contracts  that  are  readable  and  easily 
understood.    1  speculate  that  when  the  attorneys  who  drew  up  the  first  contracts  were  let  go, 
that  they  did  not  remain  unemployed  long,  nor  did  they  remain  in  the  private  sector.    As  you 
can  guess,  I  speculate  they  went  to  work  for  the  government  at  the  IRS,  EPA,  and  various 
other  agencies.    I  would  suggest  that  Congress  act  to  require  all  Federal  Rules  and 
Regulations  be  written  in  common  sense  language,  that  can  be  understood  by  those  who  you 
wish  to  comply  with  such  rules  and  regulations.    Hopefully,  this  would  alleviate  the  necessity 
or  involvement  of  attorneys  or  other  highly  paid  consultants  that  are  currently  required  by 
small  business  in  order  to  determine  what  the  regulations  are  actually  saying. 

That  suggestion  leads  me  to  tax  simplification.    Currently,  tax  laws  are  so  vague  and 
complicated,  that  many  small  business  owners,  who  in  good  faith  attempt  to  comply,  end  up 
making  mistakes  and  spend  significant  amounts  of  time  and  money  as  a  result.    The  tax  code 
should  be  made  into  a  model  of  simplicity.    Many  of  the  complicated  provisions  of  the  tax 
code  were  created  to  prevent  large  companies  from  using  clever  accounting  methods  to 
minimize  or  eliminate  tax  liability.    Applying  these  complicated  provisions  to  small  business 
forces  them  to  spend  untold  dollars  on  completing  paperwork  to  create  little  or  no  treasury 
revenue. 

The  home  office  deduction  needs  to  be  revised.    Increasingly,  individuals  are  using 
their  home  as  a  location  for  their  business,  however,  it  has  become  more  and  more  difficult  to 
qualify  the  home  for  a  business-use  tax  deduction.    Congress  should  consider  simplification 
and  clarification  of  the  laws  regarding  home  office  deductions  and  clearly  define  what  a 
principle  place  of  business  is. 
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Capital  Gains  is  another  important  area  to  small  business.    Currently,  the  government 
taxes  gains  on  the  value  of  assets  due  to  inflation,  thereby  discouraging  investment  in  long 
term  ventures,  such  as  small  businesses.    Since  it  is  difficult  for  small  business  to  obtain 
capital  anyway,  a  cut  in  the  capital  gains  tax  would  benefit  small  business,  while  at  the  same 
time  help  the  nation's  economic  growth.    So  I  believe  that  the  capital  gains  rate  should  be  cut, 
that  we  should  consider  indexing  capital  assets  for  inflation  in  order  to  prevent  taxation  of 
paper  profits,  and  eliminating  capital  gains  tax  for  long  term  capital  investment  in  small 
business. 

My  final  suggestion  deals  with  Estate  Tax  Reform.    When  the  owner  of  a  family 
business  dies,  the  value  of  the  business  is  added  to  the  owner's  estate  and  taxed  after 
exemptions,  at  a  rate  as  high  of  55  percent.    To  pay  these  expensive  taxes,  many  family 
businesses  must  be  sold.   The  last  time  Congress  made  basic  estate  tax  changes,  was  in  1981, 
when  it  created  an  exemption  for  the  first  $600,000  of  an  estate's  value.    Over  the  past  14 
years,  inflation  has  greatly  eroded  the  value  of  this  exemption.    Actions,  such  as  increasing 
this  exemption  or  indexing  it  with  inflation,  or  enacting  legislation  to  exempt  closely  held 
businesses  from  estate  tax,  under  limited  conditions,  would  be  of  great  benefit  to  small 
business. 

The  expectations  of  the  American  people  and  small  business  in  particular,  are  high  for 
our  newly  elected  officials.    I  would  like  to  express  my  appreciation  for  this  Committee's 
willingness  to  consider  the  issues  of  less  taxes,  less  spending  and  less  government.    As  an 
active  and  involved  citizen,  and  small  business  owner,  1  believe  that  these  proposals  would 
have  a  positive  impact  on  the  lives  of  many  Americans.    I  want  you  to  know  that  I  am  willing 
to  work  together  with  this  Committee  to  insure  that  small  business  issues  become  priority 
issues.    Thank  you  for  allowing  me  this  opportunity  to  testify 
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Chairman  Bond.  Thank  you  very  much,  Mr.  Coleman.  There  are 
many,  many  things  I  agree  with  that  all  three  of  you  said.  Let  me 
turn  to  a  couple  of  quick  questions. 

Mr.  Pickard,  the  problem  with  the  FDA  is  one  that  we  have 
heard  a  great  deal  about.  Some  suggestions  have  been  that  the  ar- 
bitrary and  capricious  nature  of  any  administrative  agency,  and 
certainly  FDA,  for  those  who  deal  with  it,  seems  to  fall  very  often 
in  that  category,  could  best  be  resolved  with  some  form  of  a  om- 
budsman, or  something  like  a  citizen's  review  panel  that  many  po- 
lice departments  have,  or  an  inspector  general  whose  job  it  really 
is  to  make  sure  that  the  agency  is  functioning  properly  and  provid- 
ing response  and  responsible  service  to  the  public.  Have  you  looked 
at  that  suggestion,  and  is  that  a  possible  means  of  reducing  the  ar- 
bitrary and  capricious  nature  of  the  individual  actions  of  FDA  em- 
ployees, or  do  you  view  the  problems  with  FDA  as  going  beyond 
something  that  can  be  fixed  by  a  ombudsman? 

Mr.  Pickard.  I  think  that  is  a  good  idea  only  if  it  is  legislated 
by  Congress  and  clearly  laid  out  that  this  particular  oversight  com- 
mittee would  have  access  to  all  of  the  information  needed  to  accu- 
rately and  fairly  evaluate  the  operations  within  the  FDA.  I  would 
like  to  add,  however,  it  is  my  opinion  as  well  as  most  of  us  in  the 
industry  that  the  FDA  for  the  most  part  has  a  lot  of  good  people 
working  there.  It  is  really  an  attitude  that  is  like  any  other  busi- 
ness. It  starts  at  the  top  and  goes  down.  There  is  the  attitude  with- 
in the  FDA  that  you  are  guilty  until  you  prove  yourself  innocent. 
There  is  a  reluctance  on  companies  to  come  forward  because  there 
has  been  a  history  of  retribution,  and  therefore,  I  believe  that  the 
bottom  line,  there  needs  to  be  some  Congressional  reform,  some 
legislative  action  that  clarifies  exactly  what  the  FDA's  charter  is, 
because  there  are  opinions,  I  believe,  within  the  agency  that  goes 
far  and  above  the  bounds  over  which  Congress  originally  intended 
the  FDA  to  regulate. 

Chairman  Bond.  Could  you  share  with  us,  writing  later  on  some 
of  those  concerns  specifically  because  I  am  sure  they  are  going  to 
be  getting  into  that  technical  area.  I  will  need  to  have  it  on  paper 
so  I  can  take  it  to  the  staff  people  and  others  to  work  on  it.  But 
that  is  the  kind  of  thing  that  might  be  very  helpful  if  you  could  lay 
out  for  us  some  of  the  details  of  those  questions.  I  would  appreciate 
that. 

Mr.  Hagedorn,  you  have  talked  a  great  deal  about  the  OSHA. 
What  is  your  stance  having  watched  the  OSHA  operations  as  to  the 
impact  they  have  had  on  health  and  safety,  not  only  in  your  busi- 
ness but  in  the  entire  wood  furniture  industry? 

Mr.  Hagedorn.  Quite  honestly,  I  cannot  say  that  OSHA,  I  think, 
has  had  much  of  a  positive  impact  on  it.  Wliat  I  alluded  to  first 
is  that  the  Secretary  was  not  supposed  to  pass  laws  unless  it  was 
really  going  to  help  people  increase  their  safety,  and  I  think  they 
have  gone  beyond  helping  in  the  obvious  and  gone  to  the  extreme. 
Between  OSHA  and  EPA,  I  do  not  know  which  handles  most  of  the 
chemicals  in  the  air.  But  just  the  workers  themselves  and  the  right 
to  sue  you  if  you  have  a  dangerous  place,  that  in  itself  would  make 
businesses  make  sure  they  have  a  safe  operating  environment.  You 
do  not  have  to  have  OSHA  to  come  in  and  run  through  your  plant 
to  tell  you  something  is  going  wrong. 
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Now,  I  would  not  object  to  having  the  government  come  through 
and  give  you  suggestions  on  what  you  ought  to  do  maybe  to  im- 
prove safety.  That  would  be  a  positive  way  and  let  people  improve 
their  plants  like  that.  The  aspect  that  we  see  is  that  hopefully  you 
have  one  that  is  in  a  good  mood  and  just  try  to  pay  for  his  visit 
in  the  fine  he  gives  you  as  opposed  to  somebody  out  on  a  crusade 
to  make  a  name  for  himself  and  try  to  put  you  out  of  business.  We 
do  not  see  OSHA  particularly  as  helping,  and  we  see  it  very  much 
as  a  dangerous  nuisance. 

Chairman  Bond.  I  would  say  from  the  testimony  we  have  heard 
around  the  country  that  OSHA  is  a  classic  example  of  what  many 
people  see  as  a  government  of  men,  not  of  laws,  based  on  their  indi- 
vidual judgments. 

Mr.  Coleman,  you  also  mentioned  OSHA  and  the  apparent  arbi- 
trariness of  the  fines.  Do  you  think  a  statutory  mandate  to  provide 
advice  and  perhaps  reserving  the  fines  for  willful,  demonstrable 
failure  to  improve  safety  conditions  would  make  a  difference  in 
OSHA?  How  can  we  reform  OSHA? 

Mr.  Coleman.  Well,  I  think  it  would  make  a  significant  dif- 
ference. First  of  all,  you  have  to  realize  the  most  valuable  and 
scarcest  resource  I  have  is  the  human  beings  that  I  employ,  and 
I  do  not  want  to  put  anybody  in  a  position  where  they  are  unsafe 
or  where  they  are  unsure  or  in  an  unfriendly  working  environment. 
I  want  all  those  things  to  be  handled  for  those  people  because  they 
are  my  most  valuable  resources. 

What  has  tended  to  happen,  I  think,  in  recent  years  is  OSHA  has 
begun  to  mandate  toward  the  states.  For  example,  now  we  have 
visits  from  the  TOSHA  representative,  the  Tennessee  Occupational 
Safety  Health  people.  They  are  telling  me,  "Well,  it  is  too  bad  you 
were  not  inspected  two  months  ago  before  the  year  end  because  the 
federal  people  reviewed  us  and  they  said  we  have  to — they  make 
everyone  equalize  their  fines."  So,  for  example,  if  the  average  fine 
across  the  country  is  $5,000,  you  know,  per  visit  and  you  visit  peo- 
ple and  your  fines  are  down  at  $1,000,  well,  they  have  a  real  sim- 
ple solution.  They  multiply  your  fine  five  times  and  that  way  you 
are  equal.  It  is  incredible.  I  do  not  believe  any  federal  agency 
should  be  required,  or  should  be  allowed  to  come  into  my  office 
without  pre-inspecting  me,  offering  me  a  suggestion  as  to  what  the 
rules  and  regulations  that  are  not  easily  understood  mean,  offering 
suggestions  on  how  we  can  correct  problems,  and  the  resources  we 
can  call.  For  example,  these  people  sell  a  device  that  will  help  you 
here.  These  people  can  help  you  there.  And  then,  if  I  refuse  to  com- 
ply, I  ought  to  be  fined.  I  ought  to  be  fined  as  much  as  possible. 

Chairman  Bond.  Well,  your  suggestions  make  a  lot  of  sense  to 
me,  and  it  seems  to  be  just  about  the  opposite  direction  the  Sec- 
retary of  Labor  wants  to  go.  We  will  see  whether  we  in  Congress 
are  able  to  persuade  him,  either  let  him  see  the  light  or  feel  the 
heat,  because  I  really  believe  that  there  is  a  real  difference  in  the 
direction  that  he  wants  to  go  and  the  direction  I  think  we  ought 
to  go.  Well,  we  hope  to  be  able  to  follow  up  with  you  on  some  of 
it  and  would  like  to  have  the  details  on  that  multiplying  by  five 
the  fines  to  comply  with  the  national  average.  That  is  the  kind  of 
thing  we  would  find  very  helpful.  With  that,  let  me  turn  to  Senator 
Frist. 
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Senator  Frist.  Thank  you,  Mr.  Chairman. 

Mr.  Pickard,  do  you  know  of  any  medical  device  companies  that 
have  gone  out  of  business  because  of  the  FDA  approval  process? 
That  burden,  obviously,  the  numbers  you  gave  of  projecting  out  are 
frightening  as  we  look  for  the  future,  as  we  really  look  to  the  future 
of  medicine  and  the  future  of  health  care,  the  future  of  all  of  our 
care  in  this  room. 

Mr.  Pickard.  I  know  of  one  recently  where  the  Chairman  and 
Chief  Executive  Officer  actually  had  put  her  own  money  into  the 
business.  It  was  an  orthopedic  device  company  in  Austin,  Texas.  It 
essentially  has  gone  out  of  business  because  of  just  prolonged  prod- 
uct review  times,  could  not  get  basic  generic  working  devices  ap- 
proved. And  as  has  been  mentioned,  I  think,  several  times  today, 
the  use  of  your  capital  can  be  quite  critical,  and  when  you  have  to 
wait  300-plus  days  to  get  a  device  approved  and  you  are  paying 
people,  you  are  spending  money  on  inventory,  you  cannot  really 
wait  that  long.  So,  that  one  particular  one  did. 

Senator  Frist.  If  you  had  been  on  the  panel  before  where  we 
were  talking  about  starting  a  small  business,  could  Sofamor  Danek 
start  today  and  expect  to  progress  as  it  has,  or  is  that  burden  get- 
ting worse,  and  has  it  gotten  so  bad  to  the  degree  it  would  be  hard 
to  start  Sofamor  Danek  today? 

Mr.  Pickard.  That  is  a  very  good  question.  In  my  opinion,  we 
could  not.  In  1990,  Danek  was  approximately  $20  million  in  reve- 
nue. In  1994,  we  were  $161  million.  So,  we  have  grown  rather  dra- 
matically, but  in  my  opinion,  that  could  not  happen  today.  And,  in 
fact,  Mr.  Frist,  we  gave  away  through  an  acquisition  of  a  European 
company  27  percent  of  our  company  in  a  pooling  adventurous 
transaction  simply  to  have  an  infrastructure  in  Europe  so  that  we 
could,  indeed,  launch  new  products. 

Senator  Frist.  Pretty  clear.  Pretty  clear. 

Mr.  Coleman,  you  have  mentioned  so  many  things.  We  have 
touched  on  a  lot.  Let  me  go  back  to  tax  relief.  Again,  as  you  can 
tell,  we  are  struggling  with  we  have  got  to  balance  this  budget. 
Number  one  priority  in  how  tax  relief  should  be  placed  in  this  over- 
all scheme  of  things.  And  you  mentioned  sort  of  a  list  that  applies 
to  small  businesses  of  capital  gains,  home  office  deductions,  overall 
tax  simplification,  estate  tax  exemption.  If  you  had  to  prioritize 
those  today  as  it  relates  to  small  business,  what  would  you  say? 
Where  do  we  start? 

Mr.  Coleman.  I  think  any  time  you  can  get  any  kind  of  sim- 
plification you  are  better  off,  but  as  far  as  tax  relief  goes,  I  think 
capital  gains.  That  is  a  very  important  thing.  Small  business  own- 
ers tend  to  end  up  with  a  large  portion  of  their  assets  stuck  in  one 
nest,  the  one  that  they  sit  on  every  day.  And  when  it  is  sold,  they 
can  incur  a  great  deal  of  tax,  and  a  lot  of  them  are  paper  profits 
as  a  result  of  inflation  and  other  things,  and  I  think  it  is  certainly 
a  detriment  to  small  business.  A  lot  of  small  businesses,  people  sell 
out  and  all  simply  because  they  want  to  diversify  their  assets.  So 
I  think  the  capital  gain  item  would  probably  be  very  significant. 

I  also  do  not  think  it  is  an  issue  of  capital  gains  or  balancing  the 
budget.  The  fact  is,  as  the  people  in  small  business  grow  and  pros- 
per, they  employ  more  people  who  pay  more  taxes,  and  overall  that 
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is  the  way  to  get  out.  That  is  the  way  to  raise  funds;  it  is  not  to 
increase  taxes,  but  to  have  economic  growth. 

Senator  FRIST.  As  you  know,  so  much  of  what  occurs  today  in 
pohtics  is  rhetoric,  and  many  people  would  say  that  the  capital 
gains  tax  cut  would  only  benefit  the  very  rich.  How  would  you  re- 
spond to  that? 

Mr.  Coleman.  Well,  it  is  not  a  question  of  it  benefiting  just  the 
rich.  It  is  going  to  benefit  everyone.  There  are  going  to  be  rich  peo- 
ple who  are  going  to  be  benefited  also,  but  the  fact  is,  is  that  let 
us  say  a  wealthy  person  invests  his  money  in  a  long-term  small 
business  venture;  for  example,  let  us  say  like  my  business.  It  start- 
ed with  four  people.  I  currently  employ  over  100  people.  The  pay- 
roll I  pay  now  is  fantastic,  and  the  minimum  wage,  I  do  not  even 
have  an  employee  who  comes  near  the  minimum  wage.  I  have  not 
hired  a  person  for  minimum  wage  probably  in  14  years.  So,  the  fact 
is  that  these  are  good  jobs.  These  are  good  paying  jobs.  These  peo- 
ple are  well  paid  in  the  community  and  they  are  paying  taxes,  and 
that  is  what  we  need.  If  it  was  not  for  maybe  capital  gains,  I  may 
not  have  had  the  capital  to  have  operated  this  to  employ  these  peo- 
ple. So,  it  is  not  just  one  or  the  other.  I  think  it  is  a  combination 
to  look  at  the  overall. 

Senator  Frist.  Okay,  Mr.  Hagedom,  one  comment  in  your  testi- 
mony that  really  stopped  me  was  when  you  said  that  with  all  those 
regulations  you  could  not  just  turn  them  over  to  somebody  to  even 
read  what  the  regulations  were.  How  much  time  did  you  have  to 
spend,  do  you  have  to  spend  in  terms  of  the  regulations  of  EPA, 
OSHA?  Is  it  15  minutes  a  week? 

Mr.  Hagedorn.  Well,  it  depends  on  which  business.  I  am  in- 
volved primarily  here  in  town  in  a  sales  organization,  which  is  not 
nearly  as  impacted  as  our  manufacturing  companies.  If  you  were 
to  know  what  all  the  regulations  said  and  impacted  you,  you  would 
not  have  time  to  do  anything  else  but  read  them.  I  do  not  know 
how  many  hundreds  of  pages  the  OSHA  regulations  is  right  now. 
I  think  700  or  800.  But,  I  guarantee  you  every  time  somebody  that 
is  knowledgeable  on  the  government  side  that  comes  here  to  find 
something,  he  can  find  something  new. 

We  had  one  of  the  companies  here  in  town  has  had  a  fan  operat- 
ing over  a  piece  of  machinery  for  years  and  years  and  years.  And 
the  last  time  they  fined  them  $400  just  because  the  screen  around 
the  fan  protected  it  from  the  front  and  side  but  not  from  the  rear. 
He  said,  "Well,  you  know,  that  fan  has  been  that  way  for  100 
years." 

So,  the  regulations  are  getting  worse  because  we  see  the  emis- 
sions being  added,  and  I  think  it  is  a  function  of  government.  When 
I  was  in  government  in  Defense  Supply  Agency,  it  seemed  that  the 
whole  role  of  government  was  to  increase  your  role.  If  you  can  in- 
crease your  role,  you  could  have  more  employees.  If  you  have  more 
employees  under  you,  you  get  paid  more.  Your  budget  gets  larger. 
The  government's  profit  motive,  I  guess,  is  fines.  One  thing  with 
balancing  the  budget  that  would  bother  me  is  if  you  are  going  to 
make  OSHA  and  EPA  and  these  agencies,  keep  them  the  same  size 
and  let  them  be  self-funding,  there  would  not  be  any  businesses  left 
in  the  country. 
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Senator  Frist.  We  will  take  that  into  consideration.  I  understand 
that.  Okay.  Thank  you,  Mr.  Chairman. 

Chairman  Bond.  Okay.  Thank  you  very  much,  Senator,  and  my 
sincere  thanks  to  this  panel.  As  stated,  again,  we  are  getting  an 
awful  lot  to  work  on.  We  very  much  appreciate  it. 

Chairman  Bond.  And  now  we  move  along  to  the  fourth  panel,  A 
Case  Study  of  the  Cotton  Industry  in  Tennessee.  Mr.  John  A. 
Lindamood,  Farm  Manager,  Lindamood  Planting  Company, 
Tiptonville;  Ms.  Ruth  Shoaf,  Shoaf  Cotton  Company  in  Milan;  and 
Mr.  Jere  Griggs,  President  of  Pen  Cotton  Company  in  Brentwood. 

Mr.  Lindamood. 

STATEMENT  OF  JOHN  A  LINDAMOOD,  FARM  MANAGER, 
LINDAMOOD  PLANTING  COMPANY,  TIPTONVILLE,  TENNESSEE 

Mr.  Lindamood.  Mr.  Chairman,  Senator  Frist,  thank  you  for  the 
opportunity  to  testify  before  you  today.  My  name  is  John 
Lindamood.  My  family  operates  a  diverse  farming  and  cotton  gin- 
ning operation  in  Tiptonville,  Tennessee.  I  am  a  producer/ginner 
member  of  the  National  Cotton  Council,  the  central  voice  of  the 
U.S.  cotton  industry.  I  appreciate  the  opportunity  to  share  our  con- 
cerns regarding  the  increasing  regulatory  burden  today's  farmers 
are  facing.  As  examples,  I  will  use  the  EPA's  implementation  of  the 
Worker  Protection  Standard,  USDA/AMS  pesticide  recordkeeping 
requirements,  and  EPA's  implementation  of  the  court  settlement 
involving  the  1958  Delaney  Clause. 

First,  let  me  make  a  very  brief  statement  on  an  issue  that  is 
paramount  to  our  continued  ability  to  survive  as  an  industry — the 
continuation  of  the  current  farm  bill.  The  American  cotton  industry 
has  made  unprecedented  progress  since  the  implementation  of  the 
marketing  loan  in  the  1985  farm  law.  Last  year  we  set  new  records 
of  both  production  and  offtake  and  moved  a  record  crop  to  market 
with  prices  rising.  If  agriculture  is  treated  fairly  in  the  budget 
process,  we  believe  we  can  maintain  the  principles  of  that  farm 
program  in  the  new  law.  If  not,  highly  subsidized  foreign  cotton 
and  cotton  textiles  will  force  retrenchment  and  we  will  be  relegated 
again  to  the  role  of  residual  supplier,  just  when  new  international 
agreements  are  liberalizing  world  trade. 

Turning  now  to  the  EPA's  V^orker  Protection  Standard,  let  me 
first  assure  the  Committee  that  cotton  producers  want  to  protect 
our  families  and  our  workers  from  unsafe  exposure  to  pesticides. 
However,  rules  like  the  Worker  Protection  Standard  must  be  rea- 
sonable and  practical  before  they  can  be  successfully  implemented 
and  followed.  The  National  Cotton  Council  began  working  with  the 
EPA  on  worker  protection  changes  in  1986,  and  when  draft  rules 
were  published  in  1988,  we  supported  their  adoption.  Unfortu- 
nately, the  final  Worker  Protection  Standard  regulations  published 
four  years  later  in  1992  imposes  a  complex  and  impractical  regu- 
latory burden  that  reduces  the  ability  of  the  employer  to  assure 
worker  safety,  increases  production  costs,  and  exposes  well-inten- 
tioned producers  to  needless  liability. 

Congress  also  recognizes  the  impracticality  of  the  regulations  im- 
plementing Worker  Protection  Standards  and  the  timeline  EPA  cre- 
ated for  enforcement.  Legislation  passed  in  April  1994,  delayed  im- 
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plementation  of  some  of  the  more  complicated  and  confusing  regu- 
lations until  January  of  1995. 

Producers  and  workers  alike  are  alarmed  that  heat  related 
health  problems  will  result  from  the  use  of  personal  protective 
equipment  in  the  summertime.  EPA's  recent  publication  of  a  50- 
page  heat  stress  guide  exemplifies  that  our  concern  is  not  un- 
founded. 

The  scope  of  farm  employer  liability  remains  one  of  the  indus- 
try's greatest  concerns.  Producers  who  do  everything  they  possibly 
can  to  comply  with  final  Worker  Protection  Standards'  regulations 
should  not  be  exposed  to  unwarranted  liability  and  legal  actions. 
I  have  personally  had  to  employ  an  individual  full  time  to  enter 
farm  production  records,  largely  just  to  comply  with  these  regula- 
tions. These  are  only  some  of  the  more  dramatic  examples  of  pro- 
ducer difficulty  with  implementation  of  the  current  Worker  Protec- 
tion Standard. 

I  have  in  my  hand  a  hundred-page  document  which  provides  an- 
swers to  150  questions  about  WPS.  This  was  published  by  EPA  in 
mid-March,  months  after  producers  were  supposed  to  be  in  full 
compliance  with  regulations.  With  spring  planting  underway,  we 
are  concerned  that  farmers  who  are  making  good  faith  efforts  to 
comply  with  the  complex  and  confusing  aspects  of  WPS  implemen- 
tation will  be  exposed  to  unwarranted  liability. 

The  next  issue  I  want  to  address  is  pesticide  recordkeeping  re- 
quirements. The  USDA's  Agricultural  Marketing  Service  recently 
finalized  changes  in  the  pesticide  recordkeeping  program.  The  Na- 
tional Cotton  Council  and  other  agricultural  groups  think  that 
these  changes  will  be  burdensome  to  producers  without  resulting  in 
improvement  of  record  information.  Therefore,  National  Cotton 
Council  has  joined  the  National  Association  of  State  Departments 
of  Agriculture  in  petitioning  the  agency  to  reopen  the  comment  pe- 
riod on  the  regulations  and  delay  the  changes  until  January  1, 
1996.  Presently,  the  revised  regulations  will  take  effect  May  11, 
1995,  right  in  the  middle  of  spring  planting  season. 

The  final  issue  is  in  regard  to  the  1958  Delaney  Clause  to  the 
Federal  Food  Drug  and  Cosmetic  Act  concerning  tolerances  for  pes- 
ticide residues  in  processed  foods.  EPA  recently  entered  into  a 
court  settlement  after  its  interpretation  of  this  36-year-old  Delaney 
Clause  was  overturned  in  a  1992  Court  decision.  If  EPA  is  allowed 
to  follow  through  with  the  Court's  Consent  Decree,  agriculture  will 
lose  the  use  of  a  number  of  perfectly  safe,  effective  crop  protection 
products,  and  the  safety  of  our  food  supply  will  not  be  affected  one 
way  or  the  other.  We  believe  such  decisions  should  be  based  on  sci- 
entifically sound  evidence  and  not  an  arbitrary  court  ruling.  The 
Cotton  Council  is  working  with  a  wide  array  of  organizations  inter- 
ested in  resolving  this  issue  legislatively,  and  we  will  appreciate 
your  support  as  this  issue  is  addressed  by  Congress. 

I  would  like  to  add  just  one  comment  to  my  written  testimony, 
and  that  is  that  agriculture  as  an  industry  would  like  to  see  all 
regulatory  decisions  based  on  scientific  data  and  common  sense 
rather  than  what  is  currently  considered  to  be  politically  correct. 
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This  concludes  my  statement.  I  appreciate  the  opportunity  to 
present  these  views,  and  I  will  be  glad  to  respond  to  questions. 

[The  prepared  statement  and  attachment  of  Mr.  Lindamood  fol- 
low:] 
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John  Lindamood 

from 

Lindamood  Planting  Company 
Tiptonville,  TN 


Thank  you  for  the  opportunity  to  testify  before  you  today.   My  name  is  John 
Lindamood.  My  family  operates  a  diverse  farming  and  cotton  ginning  operation  in 
Tiptonville,  Tennessee.  I  am  a  producer/ginner  member  of  the  National  Cotton 
Council,  the  central  voice  of  the  U.  S.  cotton  industry.  I  appreciate  the  opportunity 
to  share  our  concerns  regarding  the  increasing  regulatory  burden  today's  farmers 
are  facing  .  I  will  use  the  Environmental  Protection  Agency's  implementation  of  the 
Worker  Protection  Standard  (WPS),  USDA/AMS  pesticide  recordkeeping 
requirements,  and  EPA's  implementation  of  tlie  court  settlement  involving  the  1958 
Delaney  Clause  as  examples. 

Let  me  begin  by  saying  that  the  issues  I  will  discuss  here  today  are  important,  and  I 
appreciate  the  opportunity  to  make  these  comments.  Let  me  make  a  very  brief 
statement  on  an  issue  that  is  paramount  to  our  continued  ability  to  survive  as  an 
industry— the  continuation  of  the  current  farm  bill.  The  American  cotton  industry 
has  made  unprecedented  progress  since  implementation  of  the  marketing  loan  in 
1 985  farm  law.  Last  year  we  set  new  records  in  both  production  and  offtake  and 
moved  the  record  crop  to  market  with  prices  rising.  If  agriculture  is  treated  fairly  in 
the  budget  process,  we  believe  we  can  maintain  the  principles  of  that  program  in 
new  farm  law.  If  not,  highly  subsidized  foreign  cotton  and  cotton  textiles  will  force 
retrenchment,  and  we  will  be  relegated  again  to  the  role  of  residual  supplier  —just 
when  new  international  agreements  are  liberalizing  world  trade. 

First,  let  me  assure  the  committee  that  cotton  producers  share  the  goal  of  protecting 
our  farm  workers  from  unsafe  exposure  to  pesticides.  However,  rules  like  the  WPS 
must  be  reasonable  and  practical  before  they  can  be  successfully  implemented  and 
followed.  The  National  Cotton  Council  began  working  with  EPA  on  worker 
protection  changes  in  1986.  In  fact,  when  draft  rules  were  published  in  1988,  NCC 
supported  their  adoption.  Unfortunately,  the  final  Worker  Protection  Standard 
regulations,  published  four  years  later  in  1 992,  bore  no  resemblance  to  the  initial 
version.  Instead,  the  final  rule  imposes  a  complex  and  impractical  regulatory  burden 
that  reduces  the  ability  of  the  employer  to  assure  worker  safety,  increases 
production  costs,  and  exposes  well-intended  producers  to  needless  liability. 

Congress  also  recognized  the  impracticality  of  the  regulations  implementing  the 
WPS  and  tlie  linieliiie  EPA  created  for  enforcement.  Legislation  was  passed  in 
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April  1994  which  delayed  implementation  of  some  of  the  more  complicated  and 
confusing  WPS  regulations  until  January  of  1995. 

Two  examples  of  impractical  provisions  of  the  WPS  are  restrictions  on  irrigation 
work  and  low  and  short-term  contact  activities  during  the  Restricted  Entry  Interval 
(REI).  EPA's  proposed  revision  lists  ten  conditions  that  the  employer  must  meet  in 
order  to  comply  with  the  proposed  rule  on  irrigation  and  seven  for  the  low  contact 
situation.  These  conditions  are  on  the  chart  accompanying  my  written  testimony. 

Farm  operators  are  particularly  concerned  about  Personal  Protective  Equipment 
(PPE).  Producers  and  workers  alike  are  alarmed  that  heat  related  health  problems 
will  result  from  use  of  such  clothing  in  summertime.  EPA's  recent  publication  of  a 
50  page  heat  stress  guide  exemplifies  that  our  concern  is  not  unfounded. 

The  scope  of  farm  employer  liability  is  one  of  our  industry's  greatest  concerns. 
Through  our  membership  in  The  Coalition  For  Sensible  Fann  Worker  Protection, 
National  Cotton  Council  has  requested  that  EPA  give  particular  attention  to  this 
issue.    Producers  who  do  everything  they  possibly  can  to  comply  with  final  WPS 
regulation  should  not  be  exposed  to  unwarranted  liability  and  legal  actions. 

These  are  only  some  of  the  more  dramatic  examples  of  producer  difficulty  with 
implementation  of  current  EPA  Worker  Protection  Standard.  There  are  a  number  of 
other  issues  even  more  complex  than  the  ones  discussed  here  today.  While  EPA 
contends  that  they  have  made  great  strides  in  working  witli  a  coalition  of  agricultural 
organizations  to  develop  interpretive  guidance  for  the  regulations,  another  set  of 
guidelines  were  just  issued  -four  months  after  producers  are  supposed  to  be 
complying  with  the  regulations. 

EPA  has  promised  to  issue  their  decisions  on  the  5  proposed  rule  revisions  by 
sometime  this  week.  However,  as  spring  planting  approaches,  it  is  becoming 
obvious  that  compliance  and  enforcement  of  the  proposed  standard  will  be  virtually 
impossible  and  we  are  concerned  that  the  complexity  and  confiision  over 
implementation  will  expose  farmers  making  good  faith  efforts  to  comply  to 
unwarranted  hability. 

Another  issue  of  concern  is  the  recently  published  USDA's  pesticide  recordkeeping 
requirements.  The  Agricultural  Marketing  Service  (AMS)  finalized  changes  in  the 
pesticide  recordkeeping  program.  The  National  Cotton  Council  and  other 
agricultural  groups  think  that  these  changes  will  be  burdensome  to  producers 
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without  resulting  in  improvement  of  record  information.  Therefore,  NCC  has  joined 
will)  the  NASDA  (National  Association  of  State  Departments  of  Agricuhure)  and 
proposes  to  petition  the  agency  to  reopen  the  comment  period  on  the  regulation  and 
delay  the  changes  until  January  I,  1996.  Presently  the  revised  regulations  will  take 
effect  May  1  1,  1995,  right  in  the  middle  of  the  spring  planting  season.  Specifically, 
new  provisions  regarding  the  definition  of  health  care  professionals,  medical 
emergency  criteria,  spot  application  requirements,  and  the  timeline  for  making  an 
official  record  need  revision. 

EPA  recently  entered  into  a  court  settlement  after  its  interpretation  of  the  1958 
Delaney  Clause  of  the  Federal  Food  Drug  and  Cosmetic  Act  was  overturned  in  a 
1992  court  decision.  If  the  agency  enforces  the  Delaney  Clause,  which  sets 
tolerances  for  pesticide  residues  in  processes  foods  and  on  some  raw  commodities, 
under  this  consent  agreement,  agriculture  will  lose  the  use  of  a  number  of  perfectly 
safe,  effective  crop  protection  products.  We  believe  such  decisions  should  be 
based  scientifically  sound  evidence  and  not  on  an  arbitrary  court  ruling. 
The  Cotton  Council  is  working  with  a  wide  array  of  organizations  interested  in  this 
issue  to  resolve  it  legislatively,  and  we  will  appreciate  your  support  as  this  issue  is 
addressed  by  Congress. 

Thank  you  again  for  your  interest  in  the  cotton  industry  and  small  business.  Your 
willingness  to  bring  this  committee  to  Memphis  and  hear  our  comments  reassures 
me  that  some  of  our  concerns  can  be  addressed. 
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Table  1.  Worker  Protection  Issues,  Present  Regulations 
and  Proposed  Modifications. 


ISSUE 

PRESENT 
REGULATION 

PROPOSED  EPA  MODIFICATION 

New  worker 

Employers  have  1 5  days  to  gel  new 

Iluee  options  proposed 

training 

worker  trained 

1.  Elimuiaic  entirely 

2.  Shorten  to  I  to  5  days 
3  Have  weekly  Iraining 

Retraining 

Every  5  years 

EFA  Options: 

1 .  Retaining  5  year  retraining 

2.  Require  every  3  years 
3  Annual  retraining 

Crop  Consultants 

Handlers-  subject  10  PPE  and  reentry 

EPA  proposes  to  exempt  crop  advisors  until  1/1/1996  to  allow  time  for  crop  advisors 

rules  for  handlers-  but  no  lime  limit 

who  are  not  licensed  or  certified  to  get  this  done. 

in  field  under  REl 

EPA  proposes  (o  exempt  licensed  or  certified  crop  advisors  (and  (heir 
employees).  Included  are  govt  agency,  company  reps.  &  univ  researchers. 

Irrigation 

WPS  RULE;  One  hour  time  limit 

EPA  proposed  National  Irrigation  Exception: 

workers 

with  label  PPE, 

Worker  may  enter  if 

I  only  contact  with  treated  surfaces  is  lower  legs,  feet,  hands  and  forcanns. 

FOCUS  ON  IRRIGATION: 

2,  tasks  can  not  be  delayed. 

1 )  w/o  entry  to  treated  area  (field 

3.  product  is  not  double  notification. 

edge,  plant  free  alleys,  etc  )  no  PPE 

A  Optional  PFE  coveralls,  rubber  boots  and  gloves  or  PPE  for  early  entry  is 

&  no  time  limit 

provided; 

2)  With  entry  "to  treated  area": 

5  no  hand  labor. 

a  Handler  situations 

6  time  does  not  exceed  8  hrs  per  24  hr  period 

b.  No  contact  situations 

7.  WPS  regs  are  followed 

c.  Short  term  with  contact:  no  entry 

8  Workers  notified  of  irrigation  exception 

for       4hrs,  PPE,  I  hr  time  limit 

9.  Reporting  of  incidents  is  to  be  required 

d-  Emergencies 

10  Exception  for  2  vears  then  review 

e.  EPA  exceptions  to  lime  limit 

LEGISLATION:  Early  entry  PPE  or 

coveralls  and  rubber  boots  if  only 

possible  contact  only  to  feet,  lower 

legs,  hands,  arms  No  time  limitS- 

Low  contact 

There  is  no  allowance  for  low  contact 

Tasks  with  minimal  body  exposure  due: 

guidelines 

exposure  in  the  WPS, 

1 .  Stage  of  growth  (seedlmgs).  nature  of  crop  (small  plants),  or  task  does  not  cause 
contact  (long  liandle  hoe)  or  operator  on  equipment,  or  way  treatment  applied  (soil 
inc.)  or, 

2.  Very  short  term  task  a  few  minutes  in  duration  and  occur  at  widely  sep>arated 

intervals. 

EPA's  PROPOSED  TERMS: 

1 ,  Not  double  notification  product 

2,  no  hand  labor 

3,  time  limit  -  3  hrs  in  24  hr  penod 

4.  PPE:  label  or  coveralls,  chem  res  gloves  and  footwear  and  socks 

5,  Workers  notified  verbally 

6.  Task  carmot  be  delayed  after  REI 

7  WPS  early  entry  regs  met 

Low  toxicity 

12REI 

EPA  will  propose  4  hour  REI  Have  published  proposal  for  comment.  Companies  wil 

Pesticides 

change  labels 
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Chairman  Bond.  We  thank  you  very  much.  Ms.  Shoaf. 

STATEMENT  OF  RUTH  SHOAF,  CO-OWNER,  SHOAF  COTTON 
COMPANY,  MILAN,  TENNESSEE 

Ms.  Shoaf.  Mr.  Chairman,  my  name  is  Ruth  Shoaf.  My  family 
and  I  own  a  cotton,  corn,  soybean,  and  strawberry  farming  oper- 
ation in  Gibson  County.  We  are  also  involved  in  cotton  ginning, 
warehousing,  and  marketing.  In  addition,  I  am  a  recent  graduate 
of  the  National  Cotton  Council's  Leadership  Class.  The  National 
Cotton  Council  is  the  central  organization  of  the  American  cotton 
industry,  representing  producers,  ginners,  warehousemen,  seed 
crushers,  shippers,  cooperatives,  and  manufacturers.  Thank  you  for 
the  opportunity  to  appear  before  this  Committee  today.  Your  and 
Senator  Frist's  recognition  that  cotton  farming  and  its  allied  indus- 
tries are  small  businesses  facing  regulatory  burdens,  as  all  small 
businesses  do,  is  appreciated. 

First,  let  us  say  that  much  of  our  viability  over  the  next  decade 
will  depend  on  the  continuation  of  the  current  commodity  programs 
in  the  farm  bill.  The  cotton  marketing  loan,  approved  in  1985  farm 
bill,  reversed  a  26-year  downtrend  in  offtake  of  U.S.  cotton,  a  43- 
year  downtrend  in  U.S.  mill  consumption,  and  a  70-year  downtrend 
in  cotton's  share  of  U.S.  mill  fiber  consumption.  Since  1986,  com- 
modity program  spending  has  been  reduced  by  60  percent  while  all 
federal  spending  increased.  In  fact,  had  all  federal  budget  spending 
been  reduced  proportionately,  we  would  run  a  substantial  surplus. 
I  would  like  to  submit  for  the  record  two  charts  prepared  by  the 
National  Cotton  Council  which  illustrates  these  dramatic  changes. 

Chairman  Bond.  Without  objection,  it  will  be  accepted. 

Ms.  Shoaf.  Thank  you.  As  members  of  the  Senate  Budget  Com- 
mittee and  during  Congress'  upcoming  debate  on  how  best  to  re- 
duce our  federal  deficit,  I  urge  you  both  to  help  ensure  that  agri- 
culture is  treated  fairly  and  only  receives  its  fair  share  of  spending 
cuts. 

I  have  been  asked  to  specifically  address  problems  with  conserva- 
tion compliance  and  wetlands.  Both  regulations  continue  to  cause 
nightmares  for  many  Tennessee  producers.  The  old  Soil  Conserva- 
tion Service  (SCS),  now  Natural  Resource  Conservation  Service 
(NRCS),  personnel  generally  try  to  work  with  producers  to  reason- 
ably apply  present  law.  However,  ambiguity  and  lack  of  clear  direc- 
tion from  the  federal  level  continues  to  create  problems. 

One  large  producer  in  Crockett  County  has  worked  from  early  on 
to  comply  with  conservation  compliance  provisions  of  the  1985  farm 
bill.  Those  provisions  required  that  producers  with  highly  erodible 
land  reduce  soil  loss  by  1995  to  remain  eligible  for  farm  program 
benefits.  After  numerous,  and  often  costly,  changes  to  his  conserva- 
tion plan,  the  producer  finally  had  an  approved  plan  in  place.  In 
the  fall  of  1993,  an  extremely  wet  crop  year  required  that  he  "mud 
out"  some  of  his  cotton.  As  a  result,  he  conventionally  cultivated  40 
acres  of  a  much  larger  "no  till"  field  to  plant  his  1994  cotton  crop. 
He  made  a  management  decision  that  this  was  the  only  feasible  al- 
ternative if  he  intended  to  plant  cotton  in  this  field. 

When  he  contacted  NRCS  to  inform  them  of  his  action,  they  indi- 
cated that  he  had  violated  his  conservation  compliance  plan  and 
would  be  on  probation  for  five  years.  After  seven  certified  letters 


121 

and  appeals  to  the  district  and  state  levels,  a  regulation  change  has 
given  him  a  10  percent  tolerance  range.  Had  he  been  placed  on  pro- 
bation, one  acre  found  out  of  compliance  during  the  five  years  on 
over  a  4,000  acre  farm  would  have  resulted  in  a  loss  of  program 
benefits  for  the  producer.  First,  NRCS  should  be  absolutely  clear 
on  what  constitutes  a  plan  and  should  not  change  criteria  once  a 
plan  is  put  in  place.  Secondly,  an  automatic  tolerance  would  allow 
producers  flexibility  in  achieving  compliance  when  weather  condi- 
tions are  extreme. 

Wetland  regulations  are  a  real  concern  for  all  Tennessee  produc- 
ers. On  our  own  operation,  simply  trying  to  restore  an  existing 
levee  to  its  original  condition  was  initially  considered  a 
swampbuster  violation.  In  Lake  County,  a  landowner  purchased  an 
187-acre  property  that  has  less  than  one  acre  of  wetland  on  the  120 
acres  he  intends  to  cultivate.  The  remaining  65  acres  are  wooded. 
He  has  been  attempting  to  obtain  a  delineation  and  mitigation  for 
over  two  years  now.  So  far,  he  has  contacted  four  agencies,  hired 
a  biologist,  and  made  his  own  aerial  maps.  He  is  still  waiting  on 
an  answer  on  a  project  he  hopes  will  improve  the  true  wetlands  on 
the  property  and  enhance  a  natural  wildlife  habitat. 

As  you  can  see  by  these  brief  examples,  farmers  are  confused  and 
encumbered  by  these  convoluted  and  confusing  regulations.  I  am 
submitting  testimony  presented  before  a  House  Agriculture  sub- 
committee last  week  with  recommendations  for  improving  wetlands 
determination  and  delineation  under  swampbuster  regulations.  The 
National  Cotton  Council  will  be  making  recommendations  regard- 
ing conservation  compliance  and  other  conservation  provisions  dur- 
ing the  1995  farm  bill  debate. 

In  closing,  I  will  say  that  agriculture  is  a  good  steward  of  the 
land  and  environment.  We  have  homes  and  families  on  the  land  we 
use  to  make  our  living.  We  continue  to  work  hard  to  preserve  and 
keep  it  safe.  Making  sure  that  regulations  do  not  become  so  oner- 
ous that  they  work  counter  to  that  purpose  is  vital. 

Thank  you  again  for  your  efforts  on  behalf  of  the  cotton  industry, 
small  business,  and  Tennessee. 

[An  attachment  to  the  statement  of  Ms.  Shoaf  follows:] 


122 


Appendix 
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Chairman  Bond.  Thank  you  very  much,  Ms.  Shoaf.  And  now,  Mr. 
Griggs. 

STATEMENT  OF  JERE  GRIGGS,  PRESIDENT  AND  CHIEF  OPER- 
ATING OFFICER,  PEN  COTTON  COMPANY,  BRENTWOOD,  TEN- 
NESSEE 

Mr.  Griggs.  Mr.  Chairman  and  Senator  Frist,  I  am  Jere  Griggs, 
another  cotton  ginner  and  warehouseman  from  Humboldt,  Ten- 
nessee. I,  too,  appreciate  the  opportunity  to  briefly  discuss  the  im- 
pact of  governmental  regulations  and  programs  on  small  agricul- 
tural farms  and  the  rural  economy.  As  we  of  course  all  know,  this 
hearing  continues  the  Committee's  hearings  on  Entrepreneurship 
in  America  and  especially  focuses  today  on  loosening  the  govern- 
ment noose  on  business.  And  when  I  learned  that,  I  said,  "Hurray" 
and  "Hallelujah,"  and  we  really  do  thank  you  for  this  opportunity 
to  address  this  subject. 

I  can  assure  you  that  cotton  gins — I  know  both  of  you  are  from 
cotton  states  and  really  do  know  this — both  fit  the  description  of 
entrepreneurship  in  small  business  to  a  "T".  Historically,  cotton 
gins  have  been  and  remain  the  economic  foundation  of  the  hun- 
dreds of  small  towns  and  rural  communities  throughout  the  cotton 
belt.  They  are  generally  owned  and  operated  as  sole  proprietor- 
ships, partnerships,  and  of  course,  sometimes  closely  held  privately 
owned  corporations. 

I  am  testifying  today  on  behalf  of  my  company,  which  has  facili- 
ties in  Tennessee  and  South  Carolina.  I  am  also  a  member  of  the 
National  Cotton  Council  and  support  its  efforts  to  represent  the  en- 
tire cotton  industry. 

Expanded  governmental  regulatory  activity  has  increased  operat- 
ing costs  for  small  businesses.  Small  seasonal  agricultural  busi- 
nesses, such  as  cotton  gins,  are  subject  to  many  labor  and  environ- 
mental regulations  that  have  difficult  compliance  features.  In  most 
cases,  small  seasonal  agricultural  businesses  do  not  have  the  nec- 
essary resources  to  ensure  full  compliance  with  many  of  these  pro- 
visions. While  we  truly  and  do  fully  support  the  goal  of  these  laws, 
the  resulting  regulations  have  a  direct  impact  on  their  profitability 
of  small  agricultural  firms. 

Regulations  issued  under  OSHA,  which  we  have  already  heard 
about  today,  create  a  number  of  concerns.  OSHA  regulations  often 
do  little  to  actually  lessen  the  injury  or  illness  in  the  workplace. 
Instead,  they  routinely  require  us  to  undertake  defined  tasks,  train 
workers  to  perform  them  and  document  compliance  without  fully 
analyzing  whether  these  requirements  will  have  any  significant 
positive  impact  on  worker  health  and  safety.  Increasingly,  enforce- 
ment centers  on  whether  the  tasks  required  were  performed  and 
recorded,  not  on  whether  workers  were  protected.  Since  these  re- 
quirements are  often  made  applicable  to  all  employers,  it  is  dif- 
ficult for  many  businesses,  particularly  small  business  like  cotton 
gins,  to  determine  their  compliance  status  in  advance  of  OSHA  en- 
forcement. Indeed,  requirements  can  differ  in  different  regions  of 
the  country  and  change  over  time  as  inspectors  interpret  and  rein- 
terpret them. 

An  agency  that  measures  its  success  based  upon  its  client's  fail- 
ures; for  example,  the  number  of  citations  it  levys  upon  employers. 
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is  an  agency  whose  mission  should  be  redefined.  To  create  an  at- 
mosphere truly  conducive  to  achieving  workplace  health  and  safety, 
a  new  partnership  among  employers  and  employees  and  the  federal 
government  should  be  established. 

A  truly  effective  workplace  health  and  safety  program  should  set 
health  and  safety  goals  or  performance  standards  and  allow  em- 
ployers flexibility  to  find  the  best  way  to  achieve  them. 

Moving  to  the  environment,  the  Clean  Air  Act  only  requires  per- 
mits for  major  sources  of  pollutions.  Whether  a  source  is  major  or 
minor  is  based  on  potential  to  emit  for  24  hours  a  day  and  365 
days  per  year.  There  is  no  guidance  for  seasonal  agricultural  oper- 
ations like  cotton  gins.  And  the  Clean  Air  Act  is  a  very  onerous  act 
with  so  many  provisions  that  it  needs  to  be  clarified,  and  I  would 
certainly  recommend  that  legislation  like  Senate  Bill  No.  490  intro- 
duced by  Senator  Grassley  would  address  both  potential  to  emit  for 
agriculture-related  facilities  by  limiting  potential  to  emit  to  maxi- 
mum realistic  operation  of  the  facility,  and  limiting  particulate 
emissions  to  PMIO. 

Clean  air  permits  must  preserve  the  ability  of  businesses  to 
make  the  operational  changes  needed  to  compete  in  the  world  mar- 
ket. The  existing  EPA  permit  regulations  already  hamper  this  abil- 
ity. EPA  has  proposed  new  regulations  for  permitting  that  will 
make  the  problem  far  worse. 

Mr.  Chairman,  there  are  other  issues  I  addressed  in  my  detailed 
and  written  report  that  I  will  not  have  time  to  address  this  morn- 
ing. I  do  appreciate  you  and  Senator  Frist  giving  us  the  oppor- 
tunity to  present  these  issues  to  you,  and  I  assure  you  and  I  em- 
phasize this,  that  we  want  to  work  with  you  with  the  help  of  our 
cotton  organization,  the  National  Cotton  Council,  because  they 
have  the  resources  and  the  staff  that  we  as  small  individual  firms 
do  not. 

I  was  going  to  mention,  with  your  permission,  also  what  my  col- 
league, Ms.  Shoaf,  mentioned  about  the  ag  bill  since  we  have  al- 
ready taken  a  severe  lick  since  1986  as  a  result  of  the  Reduction 
Act  Budget,  but  she  made  the  case  very  well.  We  realize  you  have 
a  difficult  job,  and  we  are  willing  to  do  more.  We  just  want  every- 
body to  take  their  fair  share.  Then,  as  you  said,  we  would  not  have 
a  deficit,  we  would  have  a  surplus  to  worry  about.  Would  not  that 
be  nice?  Thank  you  very  much  for  your  time. 

[The  prepared  statement  of  Mr.  Griggs  follows:] 
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Jere  Griggs 

from 

Pen  Cotton  Company 
Brentwood,  TN 


I  am  Jere  Griggs,  a  cotton  ginner  and  warehousemen  from  Humboldt,  Tennessee.  I 
appreciate  the  opportunity  to  briefly  discuss  the  impact  of  governmental  regulations 
and  programs  on  small  agricultural  businesses  and  the  rural  economy.   I  am 
testifying  on  behalf  of  my  company,  which  has  facilities  in  Tennessee  and  South 
Carolina. 


Expanded  governmental  regulatory  activity  has  increased  operating  costs  for  small 
businesses.  Small  seasonal  agricultural  businesses,  such  as  cotton  gins,  are  subject 
to  many  labor  and  environmental  regulations  that  have  difficult  compliance  features. 
In  most  cases,  small  seasonal  agricultural  businesses  do  not  have  the  necessary 
resources  to  ensure  full  compliance  with  many  of  these  provisions.  While  we  fully 
support  the  goals  of  these  laws,  the  resulting  regulations  have  a  direct  impact  on  the 
profitability  of  small  agricultural  businesses. 

Occupational  Safety  and  Health 

Regulations  issued  under  the  Occupational  Safety  and  Health  Act  create  a  number  of 
concerns.  OSHA  regulations  often  do  little  to  actually  lessen  injury  or  illness  in  the 
workplace.  Instead,  they  routinely  require  businesses  to  undertake  defined  tasks, 
train  workers  to  perform  them,  and  document  compliance,  without  adequately 
analyzing  whether  these  requirements  will  have  any  significant,  positive  impact  on 
worker  health  and  safety.  Increasingly,  enforcement  centers  on  whether  the  tasks 
reqtiired  were  performed  and  recorded,  not  on  whether  workers  were  protected. 
Since  these  requirements  are  often  made  applicable  to  "aU  employers",  it  is  difficult 
for  many  businesses,  particularly  small  businesses  like  cotton  gins,  to  determine  their 
compliance  status  in  advance  of  OSHA  enforcement.  Indeed,  the  requkements  can 
differ  in  different  regions  of  the  country  and  change  over  time  as  inspectors  interpret 
and  reinterpret  them. 

An  agency  that  measures  it  success  based  upon  its  constituencies'  failures  (i.e.  the 
number  of  citations  it  levies  upon  employers)  is  an  agency  whose  mission  should  be 
redefined.  To  create  an  atmosphere  truly  conducive  to  acheiving  workplace  health 
and  safety,  a  new  parmership  among  employers,  employees  and  the  federal 
govenunent  should  be  established. 
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A  truly  effective  workplace  health  and  safety  program  should  set  health  and  safety 
goals  or  performance  standards  and  allow  employers  flexibUity  to  find  the  best  way 
to  achieve  diem.  The  current  prescriptive  OSHA  regulatory  framework  actually 
discourages  employers  from  voluntary  efforts  to  improve  work  place  health  and 
safety,  while  imposing  excessive  and  unnecessary  prodecural  costs. 

OSHA  assistance,  particularly  for  small  business,  such  as  on-site  consultation,  needs 
to  be  expanded  and  available  on  a  timely  basis,  without  threat  or  fear  of 
recrimination.  Voluntary  efforts  to  improve  workplace  health  and  safety,  including 
voluntary  audits  and  safety  and  health  committees,  should  be  given  more  emphasis. 

Migrant  and  Seasonal  Agricultural  Worker  Protection 

Another  law  enforced  by  the  U.S.  Department  of  Labor,  the  Migrant  and  Seasonal 
Agricultural  Worker  Protection  Act,  is  also  having  a  negative  impact  on  agricultural 
businesses.  Many  cotton  farming  and  ginning  operations  in  this  state  and  region 
have  difficulty  securing  sufficient  labor  to  produce  and  process  our  crops.  As  a 
result,  migrant  and  seasonal  workers  have  moved  into  our  area  to  supplement  the 
local  workforce.  The  Migrant  and  Seasonal  law,  enacted  with  good  intentions,  has 
resulted  in  a  number  of  costly  and  burdensome  requirements  for  employers.  These 
include  housing,  transportation,  insurance,  and  recordkeeping  requirements.  Likely 
the  most  onerous  provision  of  the  Migrant  and  Seasonal  law  is  private  right  of 
action,  which  allows  a  migrant  or  seasonal  worker  to  seek  separate  damages  in 
addition  to  a  workers  compensation  settlement  for  on  the  job  injuries. 

Americans  with  Disabilities 

Our  company,  as  well  as  other  seasonal  agricultural  operations,  have  also  been 
impacted  by  the  Americans  with  Disabilities  Act.  The  law  is  unclear  in  how  it 
covers  seasonal  businesses  with  operations  in  multiple  locations,  causing  small 
businesses  to  do  their  best  to  adopt  the  law's  employment  provisions.  These 
provisions,  which  effectively  require  specific  job  descriptions  and  a  detailed 
application/interview  process,  are  very  burdensome  for  small  seasonal  businesses. 
In  addition,  our  operation,  like  many  cotton  gins,  has  a  small  store  for  area  farmers. 
This  business  service  subjects  our  company  to  the  public  accomodations  tide  of  the 
law,  which  requires  a  nimiber  of  cosdy  and  unneccessary  modifications  to  the 
property  and  building. 
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Immigration  Reform 

Employee  documentation  requirements  of  the  Immigration  Reform  and  Control  Act 
of  1986  have  also  caused  a  hardship  on  agricultural  employers.  Small  seasonal 
businesses,  with  high  employee  turnover  rates,  must  verify  the  work  eligibility  of  all 
job  applicants.  Recent  amendments  to  the  law  included  confusing  anti-discrimination 
provisions  which  can  potentially  penalize  employers  trying  to  carry  out  enforcement 
of  work  eligibility. 

Clean  Air  Act  Permits 

On  the  environmental  front,  the  Clean  Air  Act  only  requires  permits  for  major 
sources  of  pollution.  Whether  a  source  is  major  or  minor  is  based  on  potential  to 
emit  for  24  hours  a  day  and  365  days  per  year.  There  is  no  guidance  for  seasonal 
agricultural  operations  like  cotton  gins.  Also,  most  states  still  use  total  suspended 
particulate  (TSP)  as  the  indicator  for  particulate  matter  rather  than  PMIO,  which  is 
the  National  Ambient  Air  Quality  Standard.  Both  of  these  cause  confusion  in 
determining  whether  a  emission  source  is  a  major  or  minor  source.  Legislation,  like 
that  introduced  by  Senator  Grassley,  would  address  both  "potential  to  emit"  for 
agriculture-related  facilities  by  limiting  "potential  to  emit"  to  maximum  realistic 
operation  of  the  facility;  and  limiting  particulate  emissions  to  PMIO. 

Clean  air  permits  must  preserve  the  ability  of  businesses  to  make  the  operational 
changes  needed  to  compete  in  the  world  market.  The  existing  EPA  permit 
regulations  already  hamper  this  ability.  EPA  has  proposed  new  regulations  for 
permitting  that  will  make  the  problem  far  worse. 

EPA  is  about  to  issue  "enhanced  monitoring"  rules,  which  if  adopted,  would  require 
many  permit  applicants  to  devise,  on  their  own,  new  monitoring  provisions  that 
would  replace  those  already  established  in  state  and  Federal  regulations.  These 
regulations  would  clearly  violate  Congressional  intent  and  would  impose  costs  far 
beyond  any  conceivable  benefit. 

Summary 

Mr.  Chairman,  we  appreciate  your  and  the  Committee's  attention  to  these  issues  and 
look  forward  to  working  with  you  in  the  future  to  explore  practical  solutions  to  these 
problems.  I  would  also  ask  your  indulgence  to  make  just  one  brief  point  on  another 
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very  important  issue--  the  1995  farm  bill.  The  American  cotton  industry  has  made 
unprecedented  progress,  both  in  production  and  offtake  since  the  marketing  loan  was 
established  in  1985.  Sometimes  we  fail  to  mention  the  dramatic  impact  good 
agricultural  policy  has  on  economic  viability  and  growth.  Since  we  have  had  an 
opportunity  to  increase  our  production  and  market  share,  the  infrastructure  for 
processing  cotton  and  its  products  has  also  increased  significantly.  If  agriculture  is 
treated  fairly  in  the  budget  process,  we  believe  we  can  maintain  the  principle 
structure  of  the  program  and  continue  this  growth  trend.  We  know  that  Congress  is 
faced  with  a  real  dilemma  in  deciding  how  to  make  spending  cuts,  but  I  simply  urge 
fairness  for  agriculmre  in  this  process. 
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Chairman  BOND.  Thank  you  very  much,  Mr.  Griggs,  and  I  appre- 
ciate again  all  of  your  comments.  I  fought  battles,  first,  as  a  mem- 
ber of  the  Agricultural  Committee  from  1987  onward,  and  now  cur- 
rently, as  a  member  of  the  Agriculture  Appropriations  Subcommit- 
tee, and  I  can  tell  you  that  we  did  have  some  very  high  commodity 
payment  years  in  the  late  1980s  when  prices  were  way  below  tar- 
gets with  the  market  loan  price.  And  those  have  come  down.  Now, 
there  are  a  number  of  problems  we  face.  The  ag  budget  has  been 
held  steady.  The  nutrition  side  of  it  has  grown  as  an  entitlement 
out  of  control,  and  we  find  ourselves  with  ag  research  and  other, 
what  I  consider  to  be  vitally  important,  ongoing  ag  programs  that 
are  being  squeezed  out. 

I  would  ask  you,  however,  and  I  address  this  to  any  or  all  of  the 
members  of  the  panel.  One  of  the  clearest  justifications  for  both  the 
marketing  loan,  or  even  the  target  price  programs  that  some  of  my 
friends  in  com  and  milo  work  at,  is  that  we  cannot  compete  in  a 
world  market  where  the  European  community  and  others  subsidize 
over  production.  For  a  while  there,  they  were  paying  $17  for  a 
bushel  of  soybeans,  and  we  would  be  growing  them  in  window 
boxes  if  we  got  $17.  But,  they  dump  with  government  assistance 
the  surplus  on  the  world  market. 

The  argument  has  been  made  that  if  we  get  rid  of  the  low-cost 
dumping  and  subsidization,  the  American  farmer  producer  can 
compete  on  a  world  market.  I  would  say  that  the  Chairmen  of  both 
the  Senate  and  the  House  Agricultural  Committees  have  indicated 
that  they  would  like  to  see,  number  one,  a  fair  and  level  playing 
field  in  the  world  market  so  we  could  get  our  farmers'  returns  from 
the  marketplace  and  not  the  mailbox.  And  they  suggest  that  when 
we  do  that,  we  should  have  either  a  target  price  or  a  marketing 
loan  that  is  at  the  recent  three  or  five  year  average  market  price 
to  take  care  of  any  seasonal  fluctuations  but  not  be  designed  to 
counter  the  unfair  competition  of  foreign  governments  subsidizing 
exports. 

What  I  would  ask  any  or  all  of  you  is  what  are  your  comments 
on  that  because  we  may  be  presented  with  a  bill  coming  out  of  the 
Agricultural  Committee  that  has  over  five  years  of  reduction  of  the 
marketing  loan  down  to  the  average  cost? 

Mr.  Griggs.  Well,  Mr.  Chairman,  I  want  to  speak  personally  as 
to  that.  I  think  it  has  merit.  I  think  it  is  something  we  have  to  face 
up  to.  You  asked  earlier,  I  believe,  in  the  testimony  about  which 
would  we  take  first.  I  believe  that  was  asked.  I  think  we  have  just 
got  to  eliminate  the  deficit,  so  we  all  are  going  to  have  to  bite  the 
bullet.  I  think  we  can  do  that  and  by  keeping  the  marketing  con- 
cept, have  a  viable  program  that  keeps  us  on  a  level  playing  field. 
I  believe  our  producers  and  our  industry  can  compete,  sir. 

Chairman  Bond.  Ms.  Shoaf. 

Ms.  Shoaf.  I  have  no  comment. 

Chairman  Bond.  Mr.  Lindamood. 

Mr.  Lindamood.  No  comment. 

Chairman  Bond.  Well,  let  me  say  on  the  conservation  compliance 
that  you  were  talking  about,  again,  this  is  something  folks  who  are 
not  friendly  to  farmers  have  not  figured  out,  that  if  we  get  rid  of 
the  benefits  of  a  marketing  loan  and  the  target  price  programs, 
there  would  not  be  a  stick  to  enforce  conservation  compliance.  Is 
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conservation  compliance  something  necessary,  or  if  the  marketing 
loan  drops  away,  for  the  long  term  benefit  of  future  generations  of 
cotton  farmers,  should  we  keep  conservation  compliance,  keep  a  "T" 
factor  around? 

Ms.  Shoaf.  Being  from  an  agricultural  family,  I  do  know  that 
farmers  are  the  best  stewards  of  land  and  are  very  capable  of  mak- 
ing many  of  their  own  conservation  decisions  without  the  interven- 
tion of  government,  and  I  would  like  to  see  us  be  able  to  do  that 
on  our  own  without  government  intervention. 

Chairman  BOND.  But  you  could  use  what  is  now — and  I  have  a 
tough  time  calling  the  SCS  the  NRCS — I  keep  thinking  about  a  nu- 
clear regulatory  commission.  But,  basically  they  are  generally  the 
most  trusted  by  the  farmers  in  my  state  and  I  have  fought  hard 
to  get  legislation  to  have  the  SCS  being  the  lead  agency  in  all  wet- 
land determinations.  They  have  kind  of  chipped  around  the  edges. 
We  are  going  to  come  back  and  try  to  get  that  in  the  bill. 

Let  me  ask  a  related  question.  I  do  not  know  what  the  views  are 
in  Tennessee,  but  in  Missouri,  the  Conservation  Reserve  Program 
has  worked  fairly  well.  We  think  that  this  has  benefits  for  agri- 
culture in  taking  marginal  farm  land  out  of  production  and  long- 
term  benefits  in  a  lot  of  other  areas.  What  would  be  the  view  of 
the  farmers  and  the  cotton  producers  in  Tennessee  on  the  CRP? 

Mr.  LiNDAMOOD.  The  producers  in  my  area,  we  are  in  very  much 
of  a  delta  area,  and  we  are  surrounded  by  producers  who  are  di- 
rectly affected  with  this.  As  Ms.  Shoaf  said,  I  feel  that  the  Amer- 
ican farmers  or  farmers  in  west  Tennessee  are  very  much  con- 
cerned about  protecting  their  own  ground  as  it  is  their  source  of  in- 
come. They  are  looking  to  use  production  practices  that  are  respon- 
sible in  that  respect  to  prevent  soil  erosion,  off-sight  movement  of 
chemicals  and  so  forth.  But,  I  feel  like,  as  Ms.  Shoaf  said,  that  they 
are  in  a  large  degree  very  capable  of  making  these  decisions  them- 
selves. We  are  recognized  throughout  the  nation  as  leading  the  ef- 
fort in  no  till,  reducing  the  amount  of  tillage  that  we  use.  I  feel  like 
the  farmers  in  this  area  feel  like  they  are  doing  an  adequate  job, 
that  they  do  not  want  government  in  there  telling  them  how  to  do 
it  and  what  is  going  to  happen  if  they  do  not  do  it  just  so.  And  I 
guess  that  is  the  bottom  line. 

Chairman  Bond.  And  I  would  agree  with  that,  that  the  SCS  and 
the  NRS  should  be  available.  They  do  provide  a  very  useful  service. 

Mr.  LiNDAMOOD.  Absolutely. 

Chairman  BOND.  I  might  turn  to  Mr.  Griggs.  Do  you  all  have  ex- 
perience with  the  Conservation  Reserve  Program,  the  payments  to 
set  aside  highly  erodible  land,  or  is  that  pretty  much  out  of  your 
geographical  area? 

Mr.  Griggs.  No,  it  is  certainly  a  part  of  my  area.  We  have  more 
of  the  hill  country. 

Chairman  Bond.  What  is  your  view?  What  do  you  think  the  view 
of  the  cotton  producers  who  are  affected  by  that  would  be  on  the 
CRP? 

Mr.  Griggs.  I  think  in  our  area  it  has  certainly  been  positive  as 
has  already  been  mentioned.  Farmers  are  certainly  stewards  of  the 
land.  It  is  their  livelihood.  They  want  to  do  this.  They  just  want 
reasonable  rules — I  think  it  is  down  to  a  degree  of  reasonableness. 
The  Soil  Conservation  Service,  although  I  am  no  longer  directly  en- 
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gaged  in  farming — am  told  by  farmers,  the  Soil  Conservation  Serv- 
ice, as  I  still  call  it,  has  been  pretty  reasonable  to  work  with  in  our 
state.  And  they  have  tried  to  come  up  with  reasonable  require- 
ments on  no  till  and  things  like  that.  That  is  what  we  want,  is  for 
someone  to  be  partners  with  us  and  sit  down  and  let  us  work  to- 
gether instead  of  being  dictatorial. 

Chairman  Bond.  Thank  you  very  much,  Mr.  Griggs.  Senator 
Frist. 

Senator  Frist.  Thank  you,  Mr.  Chairman.  Mr.  Lindamood,  on 
the  Delaney  Clause,  today  when  it  comes  to  selling  your  cotton  on 
the  market,  what  practical  negative  effects  does  it  have  on  you? 

Mr.  Lindamood.  As  far  as  selling  cotton,  I  do  not  see  the  direct 
effect.  As  far  as  producing  it  and  the  cost  in  producing  the  cotton, 
it  has  a  very  practical  impact.  We  are  going  to  lose  several  produc- 
tion chemicals,  crop  protection  chemicals,  that  are  very  effective. 
And  the  EPA  for  years  has  recognized  them  as  being  safe.  We  are 
about  to  lose  those  because  of  this  Court  decision.  It  is  not  based 
on  scientific  data.  You  know,  there  was  no  research.  It  was  just  in- 
terpretation of  this  law. 

Since  this  law  was  instituted  in  1958,  we  have  moved.  Our  sci- 
entific techniques  have  evolved.  We  can  detect  parts  per  trillion.  I 
guess  that  is  a  good  thing,  but  is  that  significant?  Does  it  matter 
if  there  is  one  part  per  trillion  in  there?  I  do  not  know.  But  I  think 
that  it  ought  to  be  determined  scientifically  and  with  common 
sense,  rather  than  just  simply  issuing  a  decree  and  saying,  "We 
will  accept  no  amount  of  pesticides  in  our  commodities  at  all." 

And  so,  in  the  sense  that  it  is  going  to  take  away  these  chemicals 
that  help  us  produce  a  crop  for  which  there  is  no  substitute  for,  it 
is  going  to  raise  the  cost  of  our  production.  And  I  might  just  add 
that  farmers  are  price  takers;  we  are  not  price  makers.  And  so 
every  time  you  increase,  or  every  time  the  cost  of  production  is  in- 
creased, we  cannot  simply  turn  around  and  add  that  to  the  cost  of 
our  widget  and  pass  it  on  to  the  consumer.  Now,  the  people  that 
buy  our  products,  they  can  raise  the  price  of  the  shirts.  They  can 
add  a  little  here  or  there.  We  do  not  have  that  option.  You  know, 
we  trade  on  the  commodities  boards.  We  take  what  is  available.  So 
it  has  a  very  strong  impact  on  our 

Senator  Frist.  As  you  probably  know,  in  the  Dole  Regulatory  Re- 
form Bill,  that  is  going  to  be  addressed  very  directly  with  Delaney 
Clause  in  plain  language. 

Is  there  any  way  to  estimate  the  growth  and  the  cost  of  cultivat- 
ing— the  cost  side,  not  the  charge  side — cultivating  an  acre  of  cot- 
ton with  regard  to  the  issue  you  talked  about  earlier,  the  WPS, 
Work  Protection  Standard,  pesticide  recordkeeping? 

Mr.  Lindamood.  I  do  not  know  how  to  put  a  quantitative  figure 
on  that.  I  can  tell  you — I  can  use  some  anecdotes.  As  you  know, 
most  farmers  wear  many  hats,  and  one  of  my  hats  is  recordkeeping 
and  planning  the  process  that  goes  on.  I  have  always  kept  these 
records  and  inputted  them  into  a  computer  to  have  these  records 
available.  Just  in  this  past  year,  I  have  had  to  hire  an  employee 
full  time  to  take  care  of  this  procedure,  largely  due  to  the  increased 
regulations  in  recordkeeping  and  the  Worker  Protection  Standards, 
notification  and  so  forth.  Certainly,  our  employees  need  to  be  noti- 
fied as  to  what  fields  have  been  sprayed,  what  to  stay  in,  what  to 
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stay  out  of,  but  the  degree  of  notification  and  the  timing  is  just  a 
massive  amount  of  paperwork  that  has  to  go  on. 

As  far  as  production,  you  know,  every  time  you  talk  about  a  reg- 
ulation it  lowers  production.  The  amount  of  personal  protection 
equipment  that  they  are  going  to  be  required  to  wear,  the  duration 
of  time  that  they  have  to  wear  it,  12  hours  a  day,  you  cannot  wear 
that  type  of  equipment  12  hours  a  day  in  85,  90,  100  degree  weath- 
er with  80  percent  humidity  and  produce  anything.  You  cannot 
load  planters.  You  cannot  do  the  physical  labor.  So  there  are  real 
costs.  I  cannot  put  a  quantitative  figure  on  it.  We  have  not  seen 
it  yet,  but  it  is  coming  and  it  is  going  to  hurt  us. 

Senator  Frist.  The  cost  is  there.  It  is  helpful  in  talking  to  keep 
it  as  simple  as  possible  for  when  we  go  back  to  Washington  and 
talk  to  people  to  have  that  to  sort  of  figure  right  out,  but  obviously, 
it  is 

Mr.  LiNDAMOOD.  I  wish  I  could  give  it  to  you,  but  it  absolutely 
is  there. 

Senator  Frist.  Ms.  Shoaf,  for  the  wetlands,  I  appreciate  your  ad- 
dressing that  and  addressing  it  directly.  In  your  judgment,  is  it 
more  the  problem  that  the  definition  of  wetland  today  is  too  broad, 
or  that  government  is  too  harsh,  or  is  it  more  the  arbitrary  enforce- 
ment in  the  wetleinds? 

Ms.  Shoaf.  Well,  I  would  like  to  see  the  highly  valued  wetlands 
conserved.  The  areas  that  do  not  meet  all  three  wetlands  criteria 
at  the  time  of  delineation  should  not  be  determined  to  be  wetlands. 
The  three  criteria  are  wetlands  hydrology,  hydrophytic  vegetation, 
and  hydric  soil.  An  additional  component  of  delineation  criteria 
should  include  free  water  on  or  above  the  surface  for  at  least  21 
consecutive  days  during  the  growing  season  in  a  majority  of  the 
years  of  the  normal  seasonal  rainfall.  And  finally,  regulated  wet- 
lands should  be  at  least  two  acres  in  size.  That  is  my  position  and 
the  position  of  the  Council. 

Senator  Frist.  In  your  own  farming  operations,  do  we  need  to 
change  the  whole  compliance  aspect  of  it,  not  just  the  definition  as- 
pect, but  the  compliance  from  a  very  practical  standpoint? 

Ms.  Shoaf.  Yes,  there  is  a  need.  My  example  about  the  farmer 
having  his  problems  in  Lake  County  I  think  is  right  on  target 
there.  It  is  holding  up  progress. 

Senator  Frist.  And,  Mr.  Griggs,  in  your  testimony  on  OSHA  reg- 
ulations, if  you  step  back  and  look  at  it  objectively,  less  injury,  de- 
creased illness  in  the  workplace,  is  that  being  accomplished  by  ex- 
isting regulations? 

Mr.  Griggs.  Senator  Frist,  this  was  already  being  accomplished. 
You  know,  for  example,  we  all  have  insurance  carriers  that  under- 
write us  for  liability  insurance.  They  have  been  coming  in  for  years 
and  saying  "You  need  to  protect  your  gin  machinery  for  your  em- 
ployees." We  have  been  doing  this  for  years,  and  I  just  do  not  even 
think  we  need  OSHA  in  the  final  sense  of  the  word  because  we 
were  already  addressing  these  matters.  There  might  be  some  ex- 
ceptions. Disappointedly,  we  get  an  interpretation  that  intent,  as 
our  Secretary  of  Labor  recently  said,  does  not  count. 

Let  me  give  you  an  example.  I  know  we  are  running  a  little  late. 
But,  the  gin  we  bought  over  in  South  Carolina,  just  before  we 
bought  it — we  did  not  own  it  when  this  happened — ^but  the  owner. 
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who  is  now  our  general  manager,  had  an  inspection.  They  came  in 
and  found  a  guard  rail  protecting  a  motor.  It  was  there,  but  in  a 
very  subjective  way  he  said,  "It  is  not  the  right  design."  Well,  I 
want  to  tell  you  that  you  would  have  had  to  purposely  try  to  get 
through  there  to  hurt  yourself.  He  was  fined  $16,000,  right  then 
and  there,  even  though  he  had  a  guard  up.  He  was  able  to  appeal 
this  in  the  appeals  process,  and  they  had  the  authority  and  did  re- 
duce the  fine  by  sixty  percent.  They  said,  "If  you  want  any  more 
reduction" — he  still  felt  that  it  was  wrong — 'Tou  will  have  to  get 
an  attorney  and  sue."  Well,  he  did  not  want  to  spend  that  money, 
so  he  took  his  $6,400  lick. 

So,  I  think  it  is  just  the  attitude  that  they  are  more  interested 
in  the  citations  than  they  are  working  with  us.  They  are  probably 
here  to  stay.  I  think  if  we  are  going  to  keep  them,  I  think  we  need 
to  have  them  come  in  and  say,  "We  want  to  work  with  you."  Our 
people  are  our  greatest  asset.  We  do  not  want  to  hurt  or  injure 
them.  And  then,  if  you  do  not  even  want  to  consider  the  moral  is- 
sues and  just  worry  about  your  pocketbook,  the  economics  of  it 
would  hurt  you.  But  we  have  a  moral  obligation  to  protect  our 
workers. 

Senator  Frist.  Thank  you,  Mr.  Chairman. 

Chairman  Bond.  Well,  my  sincere  thanks  to  this  panel  and  to  all 
the  other  panels.  As  I  indicated,  the  record  will  include  your  full 
statements.  We  will  invite  you  to  submit  any  further  comments  as 
you  think  afterwards  what  you  wish  you  had  said.  We  may  get 
back  to  one  or  more  of  you  with  additional  questions.  But  I  can  tell 
you  it  has  been  most  helpful,  and  I  particularly  appreciate  the 
views  from  the  cotton  producers.  I  will  be  holding  a  hearing  in 
Cape  Girardeau,  Missouri,  this  afternoon  and  probably  see  some  of 
your  colleagues  over  there  at  that  time,  but  I  very  much  appreciate 
all  the  testimony.  It  has  been  most  helpful.  We  are  grateful  to  the 
University  for  the  wonderful  hospitality.  My  special  thanks  to  Sen- 
ator Frist  for  the  invitation.  It  has  been  most  informative  and.  Bill, 
thank  you  very  much  for  having  us. 

Senator  Frist.  Thank  you,  Mr.  Chairman. 

Chairman  Bond.  The  hearing  is  adjourned. 

[Whereupon,  at  11:50  a.m.,  the  Committee  was  adjourned.] 
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